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The work of the Advisory Committee is funded by the North Carolina General Assembly. The members
of the Legidature have held avision of cancer control for the citizens they represent as evidenced by many years
of diverse funding for cancer control. Their aim in establishing the Advisory Committee was to provide
coordination and direction for these many efforts through a single Plan for North Carolina. The creation of the
Advisory Committee was the result of ajoint proposal of the North Carolina Division of the American Cancer
Society and the Cancer Committee of the North Carolina Medical Society.

The visonary behind this effort was Dr. John Kernodle of Burlington, who has promoted this effort
tirelesdy. Asa pioneer in cervical cancer research and treatment, he clearly understood the potential for saving
lives from cancer and the complexitiesinvolved. Dr. Kernodle served as Vice Chair of the Advisory Committee
from 1993 until 1997.

The North Carolina Cancer Control Plan 2001-2006, aswiththeinitia Plan, would not have been possible
without the extraordinary generosity of the many, many consultants and reviewers who have assisted in its
development. They provided us with a better understanding of cancer control issues and with a richer
comprehension of North Carolina. Their names are listed in the section on which they worked. In addition, staff
of the North Carolina Centra Cancer Registry made a tremendous contribution in supplying and graphically
presenting data. The American Cancer Society has provided printing support for the Plan.

The process of developing this Plan has drawn together many people and organizations to examine, very
broadly and in a concerted fashion, the needs for cancer control in North Carolina. The processitself has already
expanded the coordination among those who have come to offer their ideas and support. In addition, we would
like to acknowledge the contributions of past Advisory Committee Members and Staff. We are grateful for the
contributions of the following persons, whose names did not appear in the first or second Plan.

Advisory CommitteeM embers: Advisory Committee Staff:
JuneAtkinson,MD Joseph Degenhard, MD
Term: October 1997 - August 2000 Care Subcommittee

Term: October 1998 - June 1999
PhyllisK ornguth, MD

Term: October 1997 - August 2001 SuzanneHavala, M S, RD
Prevention Subcommittee
Nan Revell Term: May 1999 - February 2001

Term: May 1996 - June 1997 - June 2001
LisaSutherland, MS
Prevention Subcommittee
Term: April 1998 - June 2000
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This Cancer Control Plan provides aframework
for action to reduce the burden of cancer in North
Carolina. Its purpose is to provide statewide
coordination for those cancer control and care efforts¥s
voluntary, private, and public¥4that are ongoing or are
needed in our state and that we know will work.

The North Carolina Advisory Committee on
Cancer Coordination and Control, which was
established by the General Assembly in 1993, is
charged with recommending to the Secretary of Health
and Human Services a coordinated, comprehensive
cancer control plan for the state of North Carolina.
The Committee's mission is to:

facilitate thereduction of cancer incidence
and mortality in North Carolinaand

enhance accessto quality treatment and
supportservices

through educating and advising government
officias, public and private organizations, and the
public.

Theformat of this second five-year Plan reflects
the organizational structure of the Advisory
Committee. Its sections address Prevention, Early
Detection, Care, Evaluation, and Legislative and
Education Issues, which aretheresponsibilities of each
of the respective Subcommittees of the Advisory
Committee. Each section describes the issues and
provides background and information specific to North
Carolina and then lists cancer control objectives and
strategies selected for our state. Each of these sections
wasreviewed by North Carolinaexperts, they arelisted
at the beginning of each section. Thus the elements of
this Plan reflect not only a scientific understanding of
the issues but aso an understanding of these issues
from a North Carolina perspective. The Plan also
includes a description of the burden of cancer on our
citizens and of the evauation process. The results of
thisevauation will serve asthe basisfor the subsequent
Pan.

This Plan has two key features. First, for each
of the strategies, partner agencies have been sought.
Confirmed partner agencies are listed in the Goals,
Objectives, and Strategies portion of each section of
the Plan. Second, ongoing eva uations and subsequent
revisons are an integral component of the Plan. The
objective is not smply to state worthwhile goals but

to assure that focused, concerted action is taken and
real progressis made. The Plan is not a document to
St on a bookshelf; rather it should serve as aworking
and evolving guide to fostering, providing and
coordinating essential cancer control effortsamong as
broad agroup of ingtitutions and agencies across North
Carolina as possible.

North Carolina has long been in the forefront of
cancer control. Over sixty years ago, the President of
the North Carolina Medical Society appointed a
committee to evaluate cancer in the state and to make
recommendations for programs. This committee
worked with the Women' sField Army (the forerunner
of the American Cancer Society) in advocating for
statewide action. Together they approached the
Generd Assembly in 1945 and secured authorization
for the Cancer Control Act to provide education about
cancer, monies for diagnostic services, and funding
for preventive cancer clinicsacrossthe state. Thiswas
the first such state program in the nation. A major
component of the program has been the payment for
both diagnostic and treatment services for financialy
indigent citizens.

Under the able leadership of Drs. Margaret
Harker, Charles Spurr, Robert Cooper, Avery
McMurry, and Lawrence Crawford, the North Carolina
Medical Society Cancer Committee has played an
important role in cancer control. For example, it was
the primary lobbyist for the establishment of the North
Carolina Central Cancer Registry, which collects vital
incidence and mortality information on cancer among
the state’ s citizens.

North Carolina has aso been truly fortunate to
have many excellent cancer treatment and research
facilities. There are currently 23 community hospital-
based cancerprograms accredited by the American
College of Surgeons. These programs assure
multidisciplinary state-of-the-art care and access to
clinica trias. The four medical schools in the State
each have acancer center. Inaddition, North Carolina
is one of only two states in the nation with three
National Cancer Institute-designated Comprehensive
Cancer Centers. They are the Duke Comprehensive
Cancer Center, the UNC-Lineberger Comprehensive
Cancer Center, and the Comprehensive Cancer Center
of Wake Forest University. Not only do these centers
provide the most advanced care but a so cancer control
research activities, which go on acrossthe state. Thus

we have a wedlth of information specific to North
Carolina, and an extraordinary number of cancer
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control experts leading a variety of cancer control
projects, and sharing their experience and knowledge
with local and state initiatives.

These assets, both human and informational,
have served as the basis for a variety of collaborative
cancer control efforts. Many of these efforts were
undertaken during the early and mid-1990s. For
example, researchersat East Carolinaand UNC-Chapel
Hill have worked with loca hedlth departmentsin five
eastern counties to understand better how to increase
breast cancer screening rates among older, African-
American women. Duke University has collaborated
with the State Division of Hedth Promotion’s Office
of Epidemiology to examine factors associated with
late stage diagnosis of prostate cancer in North
Carolina. The Comprehensive Cancer Center at Wake
Forest University carried out a colon cancer screening
project in partnership with Carolinas Medical Center.
These and subsequent projects, and the knowledge and
expertisethey represent, have been of enormous benefit
to the state.

Dozens of other organizations provide crucial
efforts and energy for cancer control and for
dissemination of these efforts across the state. For
example, the School of Public Health at UNC-Chapel
Hill has provided leadership and expertise for North
Carolinacancer control efforts, especialy inrura areas
over the last decades. Professional cancer registrars
work in hospitals across the state to collect and report
incidence and treatment data. These data provide the
basisfor understanding the problems of cancer in North
Carolina. The Breast Cancer Coalition of North
Carolina, a grassroots organization, focuses on
education and awareness about breast health, early
detection, and treatment, as well as state and national
policy issues. Efforts are currently underway to
establish similar statewide coalitions for colorectal
cancer and prostate cancer.

Twiceinthelate 1980s state eaders felt the need
for amore systematic approach to cancer control. The
first timewasin responseto the receipt of adata-based
research award from the National Cancer Ingtitute in
1987. One of the first statesto receive such an award,
North Carolina was empowered to develop and use
date and local data to design and build local cancer
control programs to match identified loca needs. One
outcome of the project was the realization that State
public health agencies needed to work more closely
with local and regional agencies and with health
departments, similarly, local groupsneeded to work
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more closely with each other
knowledge, experience and materials.
The second element was the desire to tackle the
high ratesof cervical cancer, an essentialy preventable
disease, inthisstate. At thetime, North Carolinaranked
fourth worst in the country for deaths of African
American women from this cancer and tenth for deaths
of white women. Dr. John Kernodle and the North
Carolina Divison of Adult Health Promotion received
fundingin 1990 from theKate B. Reynolds Hedlth Care
Trust to underwrite the activities of a Cervical Cancer
Task Force, which produced areport in 1992. Perhaps
most important among the Task Force’s nine
recommendations was the determination that cancer
control efforts in North Carolina require coordination
and oversight at the state level. The final
recommendation of the task force thus suggested that
a committee be ingtituted within state government to
coordinate cancer control efforts and to oversee
implementation of the Task Force' srecommendations.
In September 1992, Senator George Daniel and
the late Representative Nick Jeralds requested that the
Generad Assembly establish a study commission on
cancer. Within ayear, the study commission proposed
the establishment of a statewide cancer coordinating
and control body. The establishment of this Advisory
Committee by the General Assembly in 1993 (G.S.
130A-33.50) was an indication of the Legidature's
commitment to reducing deaths and the cost of cancer
in North Carolina. The Advisory Committee's first
cancer control plan, the North Carolina Cancer Control
Plan 1996-2001, was presented to the General
Assembly in 1996.
The North Carolina Cancer Control Plan 1996-
2001 served both as an invaluable modd and a primary
impetusfor development of this second Cancer Control
Plan for North Carolina. Development and
implementation of the North Carolina Cancer Control
Plan 1996-2001 was made possible by the leadership
of Jonathan B. Howes, Joseph S. Pagano, M.D., and
Marion S. White, M.S.P.H. Mr. Howes served as Chair
of the Advisory Committee from 1993 until 1997. Dr.
Pagano began serving as an Advisory Committee
Member in 1993 and began histenure as Chair in 1997.
Dr. Pagano continuesto lead the Advisory Committee.
Ms. White served as Executive Director from 1993 until
2000. Under their stewardship, and through the efforts
and activities of many community partners and
agencies, tremendous strides have been made in

bringing effective, coordinated cancer control efforts
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to fruition.

Highlights of the many strategies carried out
within each mgjor area of thefirst Cancer Control Plan
— Prevention, Early Detection, and Care— are
enumerated in the introductions to those sections. As
of April 2000, 76% of the strategies in the North
Caralina Cancer Control Plan 1996-2001 have been
implemented. This second Plan will go to press prior
to the end of the five-year period.

This second cancer control plan for North Carolina
isthework of the members of the Advisory Committee,
of the more than 150 experts, consultants, and
volunteers, and of the staff of the Committee and
Subcommittees. Datahave been examined, resources
reviewed, experts have been interviewed and special
studies have been undertaken. Cancer sites and topics
were chosen based on identified needs and the ability
to addressthose needs. Objectives and strategiesin the
Plan are based on research knowledge, and
implementation of strategies in al Plan areas will
employ research syntheses to identify successful,
existing evidence-based programs.

The Centers for Disease Control and Prevention,
Division of Cancer Prevention and Control defines
‘comprehensive cancer control’ as “an integrated and
coordinated approach to reduce cancer incidence,
morbidity, and mortality through prevention, early
detection, treatment, rehabilitation, and palliation,”
with the overarching goal of “maximizing categorica
resources through improved coordination and
integrated program planning.”* This guiding vison has
provided the conceptual framework for both editions
of the North Carolina Cancer Control Plan. The CDC
Division of Cancer Prevention and Control has
provided substantial and ongoing support for Plan
strategies since 1990. That support has been crucia in
alowing the Advisory Committee to integrate and
coordinate statewide cancer control efforts.

The American Cancer Society, a partner of the
Advisory Committee since its inception, has provided
ongoing consultation for the formulation of Plan
strategies. For the many strategies in this Cancer
Control Plan that are consistent with the American
Cancer Society, Southeast Division's plans for
activities and outcomes, the American Cancer Society
has agreed to serve asasupporting partner organi zation.

Many of the objectives specified in Healthy
Carolinians 2010 2 are also pertinent to cancer control.
For example, particular Healthy Carolinians 2010
objectives are devoted to promoting proper nutritionand

physical activity and to reducing tobacco use among
North Carolinians, al of which are priorities in this
Cancer Control Plan. Healthy Carolinians 2010
objectives have aso been set for improving screening
ratesfor colorectal cancer, breast cancer, and cervical
cancer,withaccompanying objectives for reducing the
death rates for these cancers. A listing of the Healthy
Carolinians 2010 objectives that coincide with the
cancer control efforts outlined in this Plan are shown
in the Appendix.

Over the next five years, the Plan will bereviewed,
evaduated and updated and additional studies will be
conducted, to assure the best possible cancer control
efforts for North Carolina. A subsequent Plan will be
developed for the years 2006-2011. That Plan will
include reports on and evaluation of the progress and
results of each of the eementsof thisPlan. Thecreation
and development of additional sources of data will be
needed for successful completion of the evauation
process.

1. Abed J, Reilly B, Butler MO, Kean T, Wong F,
Holman K. Comprehensive cancer control initiative of
the Centers for Disease Control and Prevention: an
example of participatory innovation diffusion. Journa
of Public Health Management Practice
2000;6:79-92.

2. North Carolina Office of Healthy Carolinians,
Divison of Public Hedlth, Department of Health and
Human Services. Healthy Carolinians 2010: North
Carolina' s Plan for Health and Safety. Report of the
Governor’'s Task Force for Healthy Carolinians. 2000.
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Cancer is adevastating and increasing disease—one in every two men and one in every three women in
North Carolina will be diagnosed with cancer during their life. The impact on cancer patients, on their families,
and on their communitiesis aready immeasurable. In 2000, total deathsin this state from just four cancersClung,
breast, colorecta, and prostate will number about 24,000.* The economic costs of cancer in North Carolina are
esimated a $2.9 hillion annualy;? the psychological and socia costs are staggering.

The burden of cancer in North Carolina can be dramatically reduced if proven advances in prevention,
early detection, and care are made available. Thus the goal of this Plan is to coordinate and advance specific,
proven cancer control strategies across the state, by educating the public and health professionals while
simultaneoudly increasing quality and access to care in the following areas.

Preventing Cancer

Approximately 50 to 80 percent of all newly diagnosed cancers are related to personal lifestylesand
behaviors. Theseincludeinadequate diet, physical inactivity, smoking and excessive exposureto ultraviolet
light. For example, effective education that leads to reduction in ultraviolet exposure early in life could
significantly reduce the later occurrence of malignant melanoma, the fastest increasing type of cancer.

Detecting Early Cancers

Early detection programs are critical for those cancers for which a screening test exists that is
proven to reduce mortality rates. Optimal colorectal cancer screening, for example, could save 550- 650
lives each year in North Carolina* !

*pased on an estimated mortality reduction of .35 applied to projected deaths, 2000 and 2001.

Caring Better for Those with Cancer

Central to effective treatment is assuring that accessible, affordable, state-of-the-art careis
available. Education about and access to new advances in pain control, for example, would have a
profound effect on the productivity and quality of life of persons living with cancer who experience

pain.
L egislative Support
In each of these areas there will be a need for policy and funding support from the General Assembly.

For each area above, very specific goals, objectives, and strategies are enumerated in this Plan. Key are
the 82 public, private, and voluntary agencies and organizations that volunteered to partner in the implementation
of one or more strategies. These Plan partners will assst the Advisory Committee in creating new linkages,
identifying needed resources, and building enthusiastic support for successful implementation of all Plan strategies.
With the help of these organizations and the supportive efforts of the Genera Assembly, this Plan will serve as

a guide to decreasing the substantial burden of cancer in North Carolina
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Cancer isan increasingly common diagnosisand
cause of death in North Carolina and the nation. If
current trends continue, four out of every ten North
Carolinians will be diagnosed with a cancer at some
time in their lives. Currently, cancer is the second-
ranking cause of death for North Carolinians, following
heart disease.! If current trends continue, cancer may
soon overtake heart disease as the primary cause of
death. This is partly due to an aging population and
partly to the decrease in deathsfrom other causes, such
as heart disease and stroke. 1t isalso, however, partly
dueto avariety of factorsthat can be modified. These
include cancer-related risk factors such as poor diet,
excessive sun exposure, physical inactivity, and
tobacco use. Additional factors such as whether a
person undergoes regular cancer screening also
influence the outcomes and associated mortality rates
of cancer diagnoses.

Mortality

Over 15,000 North Carolinians die from cancer
each year, an average of 41 each day. North Carolina' s
cancer mortality rate rose between 1980 and 1992, but
between 1992 and 1999 a reversal has been observed
* 2(Figurel). Nationally, the trend toward increasing
overal cancer death rates began to dow in the mid-
1980s and subsequently reversed to a decline after
1991, with a more rapid decline after 1995.3 Although
these recent declinesin overall cancer death rates are
encouraging, for certain subgroups, death rates are
rising. For example, lung cancer mortdity in North
Carolina is falling among men but rising among
women, consistent with the more recent increase in
smoking among women. There are aso differences
by race; for example, breast cancer mortality isrising
among African American women, yet falling among
white women, and the magnitude of the disparity is
increasing (See Racial, Ethnic, and Socioeconomic
Disparities, below).

Certain groups in North Carolina bear a higher
overal burden in cancer mortdity. The cervical cancer
degth rate among African American women istwo and
one-half times that of white women in the state.* The
degth rate for colorecta cancer is substantialy higher
among men than among women.®

*Rates are age, race, and sex-adjusted to the 2000
U.S. population

Figurel.
NC Age-Adjusted Mortality,
1980-1999
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Each year over 32,000 North Carolinians are
diagnosed with cancer, an average of 125 each
working day. This figure of 32,000 equals twice the
population of Alexander County. North Carolind's
overal age-adjusted rates for new casesin 1998
were 500.6 per 100,000 men and 382.2 per 100,000
women.® Age-adjusted incidence rates in North
Carolina rose during the 1990s.

An even more dramatic increase in North
Carolina's cancer incidence rates during the 1990s is
gpparent when rates are unadjusted for age. Onereason
for thisincreaseisthat cancer incidence ratesincrease
with age (Figure 2) and the populationisaging in North
Caralina(Figure 3). Themedian agein North Carolina
rose from 26.5 years in 1970 to 33.0 years in 1990,
and reached 35.5 yearsin 1999.” A projected one-fourth
of North Carolina s population will be age 65 and over
by the year 2008 2reflecting both theaging of the“ baby
boomers’ and a large influx of retirees. Because
incidence rates unadjusted for age reflect the increase
in cases that results from the aging of the North
Carolina population, they reved the true magnitude
of the increase in the cancer burden for the state. As
the proportion of the population most at risk for cancer
continues to increase in North Caroling, the impact of
cancer, if unmitigated, will become even greeter.

Within the state there are differences in the
incidence of cancer: colon cancer incidence rates, for
example, are higher among men than women.® African
American women are at greater risk for developing
cervical cancer than white women.®

Overall cancer incidencein the nation increased
dightly between 1973 and 1983, increased steadily
between 1983 and 1992, and decreased steadily at a
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rate of -1.3% per year between 1992 and 1997.3
Currently, nationa rates that are comparable to the
North Carolina rates are not available, due to
differences in the base population used for statistical
calculations of rates.

Figure 2.

Annual North Carolina Age-Specific Rate of
All Cancers, 1996-1998
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Figure 3.

North Carolina Population Over 65
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Over 95,000 North Carolinians are alive with
cancer’®>— evidence of the effect of successful
treatment at the state’s cancer centers. Of all those
diagnosed today with cancer, more than 60% will live
five years or longer.t! There are magjor differencesin
survival among cancer Sites, however. For example,
only 14 percent of lung cancer patients can be expected
to survive five years, while 93 percent of prostate
cancer patients live five years.'? In addition, not dl
citizens have equal access to state-of-the-art care.
Among the perceived barriers to access are alack of
understanding of combination therapies, the distance
required to travel to appropriate health care, insurance
coverage, and the cost of care.
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Racial, Ethnic, and Socioeconomic Disparities

The persistent disparities in health status and
disease burden among different racial, ethnic, and
socioeconomic groups represents one of the most
important areas of public health research and practice
today. Such disparities are evident for awide range of
health conditions, including cardiovascular disease,
diabetes, and many types of cancer.*® The agendafor
the public health and medical community is to
understand and address the underlying causes of hedlth
disparities. The relative roles and interplay of hedlth
behaviors, environmental and social conditions,
cultural factors, and treatment variables are being
studied intensively. Also critical is knowledge of the
types of interventions that will be most effective for
eliminating socioeconomic, racial and ethnic
digparities in hedlth.

The North Carolina Office of Minority Hedlth
has revealed major contributors to the disparity in
cancer care for minorities in our state. Lifestyle/
behavioral contributors such as high fat and poorly
balanced diet, lack of exercise, smoking and other
tobacco use, and alcohol and other drug use are shared
with the non-minority population. Access issues are
related to poverty, lack of insurance or comprehensive
coverage if insured, affordability of cancer screening
and treatment, lack of awareness of available cancer
care, history of distrust of the health care system, and
lack of transportation. These issues are further
complicated by factors faced by minorities daily such
as racism, stress, cultural beliefs and practices, and
environmental hazards in our communities and
workplaces.**

Example: Colorectal Cancer

During the period 1993-1997, the incidence of
colorectal cancer for African American women in
North Carolina was 26% higher than that for white
women, and the mortality rate for African American
women was 63% higher.r> While African American
and white men had similar incidence of colorectal
cancer, African American men had a 34% higher
mortdity rate.!® Dataare age-adjusted to the 1970 U.S.
Census. Behaviors that have been found to lower the
risk for colorectal cancer include consumption of five
or more servings of fruits and vegetables per day,
regular exercise, regular aspirin intake, and use of
estrogen replacement therapy. Data from the



Behavioral Risk Factor Surveillance System, an
annual, statewide telephone survey of adults in North
Carolina, show that these four protective behaviors
were reported less often among African American
North Carolinians than among whites, and the
likelihood of practicing these behaviors declined with
education and income (with the exception of regular
aspirin intake).1

Whether the observed differencesin preventive
behaviors are large enough to explain the entire racia
difference in colorecta cancer incidence is unclear.®
Therewereno racial differencesin reported screening
behaviors, dthough the only screening data available
werefrom 1997-1999, after theincidence and mortaity
data were collected. The excess mortality for African
American females and males could be attributable to
advanced stage at diagnosis, highly aggressive tumors,
or sub-optimal treatment and follow-up. African
Americans are more likely to be diagnosed with later-
stage disease, which may explain some of theincreased
mortality. However, there do not appear to be racia
differences in tumor biology that would explain the
increased mortality among African Americans. Data
on treatment for colorectal cancer in North Carolina
arenot available.'s

Nationally, during the period 1993-1997, the
colorectal cancer mortality rate for African American
women was 42% higher than that for white women.
The disparity between African American men and
white men during this period (34%) was sSmilar to the
disparity in North Carolinal® Data are from the
National Cancer Institute’s Surveillance,
Epidemiology and End Results (SEER) system and
are age-adjusted to the 1970 U.S. Census.

Example: Breast Cancer

Thedisparity in breast cancer mortality between
African American women and white women widened
throughout the 1990s in North Carolina (Figure 4).
During the period from 1990-1992, the mortality rate
for white women was 29.9 per 100,000, wheress for
African American women it was 36.3 per 100,000.
During the period from 1993-1995, the mortality rate
for white women had dropped to 28.6 per 100,000; for
African American women, the mortality rate had risen
to 40.5 per 100,000. By 1997-1999, the rate for white
women had decreased further, to 26.0 per 100,000;
theratefor African American women had dropped only
dightly, to 38.8 per 100,000.%"

A racia digparity for breast cancer also exists
on a national level and has received widespread
attention from researchers. Data show that African
American women frequently are diagnosed with later-
stage breast cancer than white women.®1° Racial
differences in stage at diagnosis have been found to
contribute substantially to the disparity in mortality.?°
However, stage at diagnosis does not fully explain the
racid disparity in mortality, nor does socioeconomic
status; race has been found to predict breast cancer
survival independent of the effects of age, income,
marital datus, stage at diagnosis, hormone receptor
status, tumor histology, and menopausal status.'8:1°
While multiple factors may influence the racial
disparity in breast cancer mortality, it is clear that
interventions to increase screening of African
American women are essential so that one of theknown
contributing factors— stage at diagnosis—can be
improved.

Figure 4.

North Carolina Breast Cancer
Mortality, 1990-1999
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Example: Lung Cancer

A recent national study identified a racia
digparity in treatment for non-small-cell lung cancer.
African American patients were less likely than white
patients to receive surgical resection, which is the
recommended treatment. African American patients
in the study also had lower five-year surviva rates
than whites. The authors attributed the lower surviva
rates of African Americans compared with whites to
the disparity in treatment, since many variables that
could influence treatment received or five-year
survival were controlled for in the study. These
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controlled variables were disease stage, type of
insurance coverage, availability of care,
socioeconomic status, age, and coexisting illnesses.
Further, a possible difference in response to surgical
resection did not explain the racial disparity in five-
year surviva rates; survival was similar for African
American patients and white patients who received
surgical resection. Survival wasaso smilar for African
American patients and white patients who did not
receive surgical resection.?! Itiscritical that these and
other findings showing racia or ethnic disparities in
care lead to careful consideration of, and attention to,
the reasons for the disparity.

Biological Hypotheses of Racial Disparitiesin
Health

In 1997, the President’s Cancer Panel of the
National Cancer Institute reviewed research
discounting the assertion, prevaent throughout U.S.
history, that there is a biological basis for race.
According to data presented by the Panel, 85% of all
variation in gene frequencies occurs within populations
(races), and the other 15% occurs between populations.
Thesignificance of thisfinding, as noted by the Pandl’s
report, isthat “’race’ (is) asocia construct, rather than
a biologic phenomenon that is linked to specific
outcomes.” The Panel concludes, “races, in the sense
of geneticaly homogeneous populations, do not exist
in the human species today, nor is there any evidence
that they have ever existed in the past.”22

Nevertheless, according to the Panel, “social
constructions of race can and do lead to biologic
differencesin hedlth,” through their impact on factors
including access to appropriate health care, safe
employment, higher wage occupations, and healthy
neighborhoods. The Panel recommends investigation
of the question of whether disease disparities are
mediated by biological effects of racial oppression and
discrimination.22

Throughout this Cancer Control Plan, data on
racial, ethnic, and socioeconomic disparities in
preventive behaviors, screening, and care will be
included whenever possible. It is imperative that the
public health and medica community continue to study
and address the reasons for racial, ethnic and
socioeconomic disparitiesin health. Data for Hispanic
and Latino persons, Asian Americans, and Native
Americans are greatly needed. Programs aimed at
investigating and diminating disparities will receive
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high priority in this Plan.
Cost

The economic impact of cancer in North
Cardlina is enormous, estimated to be approximately
2.9 billion dollars per year: $1.0 billion for medica
care; $362 million in lost productivity from those who
become ill; and $1.64 billion for future productivity
losses from those who will die prematurely.?3

Economic costs are only one component of the
harm that befalls families when struck by thisillness.
These cancers also have enormous social and
emotional consequences for the citizens of North
Carolina. The implications for the patients, their
families, friends, and communities include pain,
suffering, disability and deaths, and hundreds of
thousands of years of lifelost prematurely. In addition
to the millions of dollars lost because of illness and
death, enormous numbers of human and financial
resources are devoted to detection, diagnosis, and
treatment.

Reducing the Burden

The god of cancer control and of this Planisto
reduce this burden. Many cases of cancer can be
prevented. It is incumbent on us to provide North
Caralinians with the information they need to avoid
risky behaviors that increase their chances of
developing cancer. Other cancers can be detected early
and ameliorated, controlled, or cured. Dataabout these
kinds of cancer and the potentia to survive them once
detected must be disseminated broadly. Accessto high-
quality screening and to state-of -the-art treatment must
be available. Finally, even for cancers for which cure
isimpossible and from which mortality is certain, there
are life-prolonging, life-enhancing, and pain-control
measures to which our citizens deserve access. These
arethe aims of this Cancer Control Plan and they will,
once achieved, reduce the burden of cancer in North
Cardlina



References

1. State Center for Health Statistics, North Carolina Vital Statistics Volume 2, Leading Causes of Degth,
1998 data, www.schs.state.nc.us'SCHS/healthstats.

2. North Carolina Central Cancer Registry.

3. RiesLA, Wingo PA, Miller DS, Howe HL, Weir HK, Rosenberg HM, Vernon SW, Cronin K, Edwards
BK. The Annual Report to the Nation on the Status of Cancer, 1973-1997, with a Specia Section on
Colorectal Cancer. Cancer 2000;88:2398-2424.

4. North Carolina Central Cancer Registry, 1999 data.

5. North Carolina Central Cancer Registry, 1997-1999 data.

6. North Carolina Central Cancer Registry, 1998 data.

7. U.S. Bureau of the Census. www.census.qgov

8. Henderson LM, Schenck AP. April 1998. North Carolina Cardiovascular Disease Data Summit
Proceedings. CVD Surveillance Among North Carolina Medicare Beneficiaries. Medical Review of North
Caraling, Inc.

9. North Carolina Central Cancer Registry, 1996-1998 data.

10.North Carolina Central Cancer Registry, 1998 data.

11.Nationa Cancer Ingtitute. “Cancer Survivorship.” Press release, August 10, 1999.

12.American Cancer Society. Cancer Facts and Figures, 2001.

13.U.S. Department of Health and Human Services. Healthy People 2010: Understanding and Improving
Health. Washington, DC: U.S. Department of Health and Human Services, Government Printing Office,
January 2000.

14.North Carolina Office of Minority Health, 2000.

15.North Carolina Advisory Committee on Cancer Coordination and Control. Colorectal Workgroup. Update
of Work: Data Collection and Programmatic Work. July 2000.

16.Conlisk, Elizabeth. North Carolina Department of Health and Human Services. A review of current data
on colorectal cancer in North Carolina: Risk factors, screening behaviors, incidence, stage at diagnosis and
mortaity. Unpublished report, August 2000.

17.North Carolina Central Cancer Registry, 1990-1997 data.

18.UIcickas MY, Johnson CC, Blount A, Abrams J, Wolman E, McCarthy D, Rgja U, Nathanson DS,

Worsham M, Wolman SR. Race and differences in breast cancer surviva in a managed care population.
Journd of the National Cancer Ingtitute 1999;91:1487-1491.

21



19.

20.

21

22

Jodyn SA and West MM. Racia differences in breast carcinoma survival. Cancer 2000; 88:114-123.

Eley JW, Hill HH, Chen VW, Austin DF, Wedey MN, Muss HB, Greenberg RS, Coates RJ, Correa P,
Redmond CK, Hunter CP, Herman AA, Kurman R, Blacklow R, Shapiro S, Edwards BK. Racia differ-
encesin survival from breast cancer: results of the National Cancer Institute black/white cancer survival
study. Journa of the American Medical Association 1994;272:947-954.

Bach PB, Cramer LD, Warren JL, and Begg CB. Racia differencesin the trestment of early-stage lung
cancer. New England Journa of Medicine 1999;341:1198-1205.

Freeman, HP. Report of the President’s Cancer Pandl Meeting, April 9, 1997. The meaning of racein

science — considerations for cancer research: Concerns of Special Populationsin the National Cancer
Program. Cancer 1998;82:219-225.



Emerging Science and Technologies

Impact of Genetic Testing on Cancer Prevention and Care

Thefield of geneticsis having a growing impact
on both the prevention and the care of cancer. The
ability of genetic testing to yield grester information
regarding personal risk for cancer and rapid
developments taking place in the study of clinical
applications of genetics for cancer care represent
important areasfor researchers, health care providers,
and policymakers to monitor, both nationaly and in
North Carolina

With regard to cancer risk, evidence to date has
identified a role for genetic mutations in cancers of
the breast, ovary, and colon/rectum. Although the
contribution of genetic factors to population risk for
cancer isthought to be relatively small when compared
with behavioral and environmental factors, lifetime
risk is high for those individuals who carry the relevant
genetic mutations. For example, lifetime risk of breast
cancer isestimated to be 85% by age 70 for those with
the BRCA1 mutation, and breast cancer risk issimilar
for the BRCA2 mutation.!

The &bility to identify genetic risk factors for
particular cancer types has brought increasing attention
to the clinical, ethica, and legd issues surrounding
genetic testing. Increasing numbers of people are
opting to undergo genetic testing to learn whether
cancer-predisposing genetic mutations are present. A
positive test for acancer-predisposing genetic mutation
brings with it decisions concerning whether to take
preventive measuresto lessen risk, such as prophylactic
breast removal, prophylactic ovary remova, or long-
term administration of chemopreventive agents.
Significant ethical and legal issues include
considerations of privacy and of discrimination in
insurance and employment.

Many recent advances in cancer treatment can
be attributed to both an improved knowledge of cancer
pathogenesis and to technical breakthroughs in
scientific disciplines, such as genetics, that have
recently become more closely integrated with cancer
treatment. The recognition that some individuas are
predisposed to cancer offers opportunities to better
understand the basic etiology of malignancy. Although
to date genetics has served as an adjunct contributor
rather than a primary approach to clinica care and
treatment of cancer patients, geneticsis poised to take
on new roles in cancer care. For example, with gene

therapy, we are beginning to explore anew generation
of cancer treatments. Inten years, there have been over
400 approved gene therapy clinica triadsin the United
States, involving more than 4000 participants.? These
trials have sought new treatment alternatives for a
variety of diseases. Of thesetrials, more than 60% have
focused on cancer treatment. Gene therapy clinical
trials have been conducted or are underway for cancers
of the bladder, breast, colon, ovary, prostate, renal cell,
glioblastoma multiforme, Hodgkin’s and non-
Hodgkin's lymphoma, melanoma, mesothelioma,
neuroblastoma, non-small cell lung cancer, squamous
cell carcinoma of the head and neck, acute
myelogenous leukemia, and chronic myelogenous
leukemia.?

For afull discussion of developments and issues
related to genetic testing in the contexts of cancer
prevention and cancer care, refer to the Prevention-
Genetic Testing and Care-The Role of Geneticsin
Cancer Care sections.
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The goa of cancer prevention is to reduce the
incidence of cancer. Not al cancers can be prevented
given current knowledge, but over 80 percent of
cancers may be preventable.! If these cancers were
prevented, the average American would gain 2 2 years
of life expectancy or, stated another way, one fourth
of Americanswould live 10 yearsor longer.? Important
gains in quality of life would aso be achieved.

The effects of cancer can be overwhelming in
terms of premature mortality, direct financial costs,
loss of income, psychosocia costs, and
decreased quality of life. The societa
burden is enormous. The National
Cancer Ingtitute estimates overall costs
for cancer in the year 2000 at $180.2
billion, with $60 billion for direct
medica costs, $15 hillion for indirect
morbidity costs (cost of lost
productivity due to illness), and $105.2
billion for indirect mortality costs (cost
of lost productivity due to premature
death).® In North Carolina, it has been
estimated that the cost of cancer
exceeds $2.9 billion per year.?

Cancer isbelieved to be thefina
outcome of a series of genetic events
with biological consequences that
occur in steps over time, moving from
a precancerous stage to fully developed invasive
cancer.® The final outcome, invasive cancer, may be
prevented at several earlier points, especialy the
precancerous stage, by modifying risk factors so that
the start or progression of the disease is prevented.®

The mission of the Prevention Subcommitteeis
to identify gaps in present activities and develop
strategies to improve cancer prevention.

Risk Factors

A large percentage of the estimated 32,500
cancers diagnosed in North Carolina in 1998 “ may
have been preventable, some through health-promoting
lifestyle choices and others through systematic control
of environmental carcinogensand societd/cultural risk
factors. Epidemiologic studies of human populations
have provided important information on the relation
between specific cancers and identifiable risk factors.

Modifiable risk factors include elements of diet
(food consumption, excess weight), physical activity,
ultraviolet radiation exposure, tobacco use, and

A large percentage of
the estimated 32,500
cancers diagnosed in
North Carolina in 1998
may have been
preventable, some
through health-
promoting lifestyle
choices and others
through systematic
control of environmental
carcinogens and societal/

cultural risk factors.

exposure to occupational and environmental
chemicals.® Dietary factors are estimated to contribute
to 35 percent of cancer deaths, with an additional 30
percent caused by smoking, 10 percent by occupational
exposureto carcinogens, and 7 percent by reproductive
and sexual behaviors (see Figure 1).910

High dietary fat intake may be associated with
cancers of the colon, rectum, breast, and prostate.*! In
addition, animal model and epidemiologic studies
suggest that other carcinogens in food contribute to
cancer in humans. These include
benzo-a-pyrene and related
compounds in smoke-cured foods,
nitrates and nitrites in preserved
foods, and naturally-occurring
carcinogens such as aflatoxins
produced by fungi.* On the other
hand, the human diet aso contains
a number of naturally-occurring
substances that may inhibit the
induction of cancer in laboratory
animals. These include Vitamin C,
Vitamin E, selenium, and
tocopherols.’2®*  The anti-
carcinogenic effects of these
compoundsin humans are currently
being examined, but the results will
not be available for a number of
years.

Physical inactivity isassociated with increased
risk for colon cancer. One study has estimated that 20
percent of colon cancer can be attributed to lack of
physical activity.'* Engaging in regular, sustained
levels of physicd activity as an adult could possibly
reduce the risk of cancer of the colon by as much as
50 percent.'>1 There is also epidemiologic evidence
of a protective relationship between physica activity
and breast cancer risk,*1" dthough thefindings of those
studies are not as conclusive as those focused on colon
cancer. The level of activity needed to reduce breast
cancer risk is still unclear, asisthe period in life when
physical activity is most important for reducing risk.
Current epidemiological evidence suggests a posshle
relationship between physical activity and prostate
cancer risk aswell.1>16.18

Skin cancers are the most common cancersin
the United States today, with one in six persons
estimated to develop some type of skin cancer in their
lifetime.*® Approximately 80 percent of dl skin cancers
are preventable.?® Exposure to ultraviolet radiation
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through excessive exposure to the sun or man-made
sources (e.g. tanning machines) isthe mgjor modifiable
risk factor for melanoma, the deadliest form of skin
cancer.®

Tobacco use is unquestionably the single most
preventable cause of death in North Carolina and the
United States.?* Nearly 96 percent of lung cancer
among men and 92 percent among women in the US
was attributed to active smoking, making men 23.2
times and women 12.8 times more likely to die of lung
cancer than nonsmokers.?? About three-quarters of oral
cancers are attributed to tobacco use, either smoked
or smokeless.®

Environmental tobacco smoke is a human lung
carcinogen responsible for more than 40, 000 deaths
nationwide.?® This is an especialy important health
issue since these cancers occur in people who
presumably do not choose to engage in thisrisk-taking
behavior. Environmental tobacco smoke has
significant adverse health consequences on the
respiratory system of children and nonsmokers.?* In
addition, cigarette smoke is associated with
sgnificantly increased risk of heart and lung disease
and stroke.?

Environmental and/or occupational
exposur es to human carcinogens (ie., some metals,
solvents, dyes, asbestos, organic and inorganic dusts,
and some pesticides) have been shown to causeasmall
proportion of cancers. There continues to be debate
about which exposures cause cancer. A number of
chemicals encountered in worksites, some physical
agents such as asbestos, and some production processes
have been causally linked to an increased incidence of
specific cancers in workers.?®> Most chemicals
encountered in the American worksite have not been
evaluated, however, and the risk of cancer from them
is not known.28

While there is consensus that radon is a lung
carcinogen, the degree of risk posed by chronic
exposure to low levels is still being debated. 2’
Epidemiologic evidence indicates that radon exposure
substantially increases the risk of lung cancer in
smokers.

TheWorld Health Organi zation reported in 1994
that the potential risks associated with exposure to
electromagnetic fields or water chlorination by-
products (e.g. trihalomethanes) were inconclusive at
that time.2” Uncertainty regarding these risks remains
in 2001 (personal communication, Dr. Philip Singer,
UNC School of Public Health, March 7, 2001; persona
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communication, Dr. David Savitz, UNC School of
Public Hedlth, March 7, 2001).

Chemoprevention and genetic testing are
emerging arenas for cancer prevention. Evidence to
date has identified a role for genetic mutations in
cancers of the breast, ovary, and colon/rectum. A
positive test for acancer-predisposing gene bringswith
it decisions concerning whether to take preventive
measures to lessen risk. For example, some women
who test positive for the cancer-predisposing genes
BRCA1 or BRCA2 have chosen to undergo
prophylactic breast removal or prophylactic ovary
removal. Possible agentsfor chemoprevention, the use
of natura or synthetic agents that will prevent, halt, or
reverse the development or progression of cancers, are
being studied intensively.?® Basic research on the
cdlular and molecular mechanisms of carcinogenesis
and the genetics of cancer isunderway and will provide
additional strategies for cancer prevention in the
future?® Advances in understanding the genetic
contribution to cancer susceptibility will lead to more
precise targeting of prevention activities to high-risk
populations or individuals.

Prevention Potential

Epidemiologic evidence on the primary causes
of two cancers is irrefutable: smoking causes lung
cancer and ora cancer, and exposure to ultraviolet
radiation causes skin cancer. Since there is consensus
about the causes of these cancers, there have been
significant research and educational efforts focused
on how to prevent them.

There are many examples of successful
education and behavior change programsimplemented
throughout North Carolina at local health departments,
cancer centers, community health centers, in
communities, and within hedlth systems, such ashedlth
maintenance organizations. These programs, funded
with a combination of local, state, and federa funds,
make an important contribution to cancer control in
the state.

North CarolinaCancer Control Plan 1996-2001

Implementation of the strategies in the first
edition of thisPlan, the North Carolina Cancer Control
Plan 1996-2001, has dso contributed significantly to
the effortsin the State to prevent cancer. These projects,
carried out by the North Carolina Advisory Committee



on Cancer Coordination and Control in concert with
its many partners statewide, have sought to reduce
known risk factors for cancer, using strategies
supported by research knowledge.

Diet: The National 5 A day for Better Hedlth
Program approaches Americanswith asimple, positive
message to eat 5 or more servings of vegetables and
fruits daily for better health. As a participant in the
program, between 1997 and 2000 North Carolina
implemented a multifaceted campaign designed to
meet the objectives set by the national program. A
recent report to the NCI Board of Scientific Advisors
by the 5 A Day Evaluation Group concluded that
continuation of the program is warranted based on
additional evidence of the benefits of a diet rich in
fruits and vegetables for reducing cancer risk.

Ultraviolet Radiation Exposure: Toadinthe
completion of the ultraviolet radiation protection
strategies outlined in the North Carolina Cancer
Control Plan 2001-2006, aUV Radiation Protection
Partners Workgroup was established in 1997. This
group is composed of dermatologists, educators, and
representatives from various state agencies, park and
recreation professionals, and skin cancer survivors.
Since its formation, the workgroup has provided
minigrants to 29 locd hedth departments to hold skin
cancer screenings and outreach in their communities,
collaborated with the North Carolina Daycare
Association and other partner organizationsto develop
and distribute skin cancer prevention and education
meaterials to day care workers, and joined with the
North Carolina Division of Radiation Protection to
commission a study of tanning facility use. In 1999,
the Workgroup spearheaded the Shade Project, which
raises awareness of skin cancer protective behaviors
through community-wide plantings of tree seedlings
coupled with skin cancer prevention education.

Tobacco Use: The Environmental Tobacco
Smoke (ETS) Education and Mobilization Project is
one example of the successful tobacco control
initiatives that have been implemented during the last
fiveyears. Theproject included a statewide assessment
of public attitudes and policies on ETS exposure in
enclosed public places and dissemination of the survey
findings to the ownersmanagers of al North Carolina
enclosed mallsand bowling dleysasaway to promote
education and awareness. The development of
stronger, statewide codlitions for ETS protection for
smoke-sensitive adults and children is another
highlight of tobacco control efforts. Partnerships

between the North Carolina Tobacco Prevention and
Control Branch and North Carolinayouth have resulted
in remarkable progressin achieving 100% tobacco free
schoolsin the state.

The drategies outlined in this second edition of
the North Carolina Cancer Control Plan are designed
to build upon the accomplishments of the last five
years. Physical activity, chemoprevention, and genetic
testing represent new arenas of effort and inquiry for
the Prevention Subcommittee of the North Carolina
Advisory Committee on Cancer Coordination and
Control.

With recent advances in molecular biology and
molecular epidemiology, it is reasonable to anticipate
the identification of an array of new biomarkers for
cancer that are both sensitive and specific. Biomarkers
that identify genetic and host susceptibility, tissue
levels of metabolic products of carcinogens, and/or
sequential eventsin the carcinogenic process hold grest
promise for the prevention and early detection of
cancer.®

Asthese avenues of cancer prevention develop,
their findings will be incorporated into future Cancer
Control Plans for North Carolina.

Barriers to Preventing Cancer

Although gainsin cancer control have been made
through both basic and applied community
interventions in recent decades, there are anumber of
problems inherent in changing cancer-promoting
behaviors. Reducing tobacco use, for example, isvery
difficult. Tobacco is a legal product, youth are
vulnerable to advertising, tobacco is addictive to users,
and itsuseisreinforced by many socia and economic
supports in today’s society. Likewise, altering diets
and physical activity levelsto reduce therisk of cancer
not only involves personal motivetion to eat wisdly,
exercise, and maintain appropriate weight, but aso
requires fundamental changesin the food industry and
in individual choices and entrenched cultural
preferences.

Related social issuesin the prevention of cancer
that are difficult to change are poverty and inadequate
access to health-related knowledge and medical care.
One study found that for al cancer sites combined,
cancer incidence was higher in less-educated and |ow-
income groups®! Education and income influence, in
some cases, knowledge of preventive behaviors, stage
of disease at diagnosis, and resources for treatment.>*

33



34 Oneresearcher summarized alarge body of literature
suggesting that much of what has appeared to beracia
differences in cancer incidence and mortality in the
United States is actually a function of poverty and its
associated risks.®

When cancer risks are reduced through
preventive strategies, it takes many years to observe
their impact on cancer rates. The gradual reduction of
smoking rates among men beginning in the mid-1960s
was not reflected in a lower rate of lung cancer
incidence among this group until the late 1980s.
Conversealy, the increase in lung cancer due to the
increase in smoking by women in the 1950s was not
reflected until 20-25 years later. Among cancers with
dietary risk factors, the results of preventive efforts
are more difficult to measure given multiplerisk factors
in the foods eaten, patterns of physical activity, and
lag time between exposure to risk and diagnosis of
disease. This delay is also a barrier to assessing
prevention efforts directed at the cancers attributed to
environmental factors.

Despite these difficulties, the existence of strong
epidemiologic evidence linking specific cancersto risks
demands action to reduce these risk factors. Such
actions, if successfully implemented, will reduce the
incidence of cancer. One major barrier to fully
understanding the problem of cancer and the
effectiveness of proposed solutions is the lack of valid
and appropriate data to describe completely population
behavior on important risk factorsfor cancer. Thelack
of data must be addressed in the future.

Strategies

Preventing cancer requires comprehensive
approaches. Programs should be designed and
implemented using methods known to be effective.
Such programs should:

1) use multiple strategies to reduce specific risks;

2) reinforce positive attitudes toward the prevention
of cancer and build skillsfor practicing preventive
behaviors;

3) encourage behaviors among children and young
adults that will achieve risk reduction early in
life;

4) involve public and private partnerships to make
the best use of resources;

34

5) target activities toward vulnerable populations,
such as minorities, those with low income, and
those who lack knowledge of hedlthy lifestyles;

6) develop support across socid, cultural, and
political lines to reduce socio-cultural barriers to
behavior change;

7) simulate community-based ownership in
planning and sponsoring programs; and

8) include cost-€efficient means of evaluating impact.

Summary

The objectives and strategies have been chosen
to target the most preventable risk factors identified
above; inadequate diet, physica inactivity, tobacco
use, and ultraviolet exposure. Most efforts focus
primarily on reducing the risks among younger persons
in order to gain the greatest impact, although some
strategies appropriately target all segments of the
state’ s population. As research suggests other areas
appropriate for prevention activities, these will be
specified in future plans. Efforts to aleviate racial,
ethnic, socioeconomic, and age-related disparities in
screening, and in the factors that influence screening,
will remain centra to the mission of the Prevention
Subcommittee.
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Cancer isa complex disease, with many causes. A large proportion of cancer
incidence can be linked to environmental factors, of which the most important
aretobacco, diet, and factorsrelated to diet, including body mass and physical
activity, and exposures in the workplace and el sewhere. Much of the cancer
burden could be reduced if people did not smoke, practiced appropriate dietary
and physical activity habits, and reduced other environmental exposures.t>3

An international interdisciplinary panel
convened by the World Cancer Research Fund
(WCRF) and the American Institute for Cancer
Research (AICR) has published the most extensive
review of diet and cancer to date.* Theproject involved
review of morethan 4,500 research studies by an expert
panel of 15 internationa researchersin diet and cancer,
more than 100 peer reviewers, and participants from
the World Health Organization (WHO), the U.S.
National Cancer Institute (NCI) and the International
Agency for Research on Cancer (IARC). In the
published report, Food, Nutrition and the Prevention
of Cancer: A Global Per spective, the pand found that
current data continuesto support previous findingsthat
dietary imbalances may be responsible for
approximately one-third of al cancer deaths. The panel
concluded that the incidence of cancer could be
reduced by as much as 30-40% by recommended
feasible changesin diets, combined with
maintenance of physical activity and
appropriate body mass.

According to the WCRF/AICR
report, the most convincing data
concerning dietary prevention of cancer
support the protective effect of fruitsand
vegetables. “ Overall, when cancersof dll
anatomica sSites are taken together, 78
percent have shown a significant decrease in risk for
higher intake of at least one vegetable and/or fruit
examined” (p. 441). Whereas the preponderance of
epidemiological evidence is consistent for a protective
effect of fruitsand vegetables, recent datafrom studies
such astheNurses' Health study and Polyp Prevention
trial have not found a protective effect of fruits and
vegetables* Therefore, the observed relationship
between high fruit and vegetable intake and lowered
cancer risk in populationsisin need of further research.

Dietary imbalances

may be responsible

for approximately
one-third of all
cancer deaths.

Reviews in 1998 by the British Department of
Health? and in 1999 by the American Cancer Society’s
Advisory Group on Diet, Physical Activity and Cancer®
also confirmed that dietary practices, adequate physical
activity, and avoidance of tobacco use and occupational
carcinogens are important factors in the prevention of
cancer.®

Evidence (convincing or probable) that fruitsand
vegetables are protective exists for cancers of the
mouth and pharynx, esophagus, lung, ssomach, colon
and rectum, larynx, pancreas, and bladder. Evidence
that acohol increases cancer risk is convincing for
cancers of the mouth and pharynx, larynx, esophagus,
and liver, and probable for cancers of the breast, colon
and rectum. There are aso convincing datato indicate
that high body mass index increasesrisk for cancer of
the endometrium, with increased risk probable for
breast cancer. There are convincing datato show that
refrigeration of food protects against
stomach cancer and probable evidence
that consumption of salt and salted foods
increases risk. Diets high in meats
probably increase risk for colon cancer.

Many mechanisms could explain
the associations of diet with cancer risk.
Some nutrition researchers have indicated
that a plant-based diet is particularly well
suited to reducing cancer risk.> Most importantly, fruits
and vegetables contain naturally-occurring
components termed “phytochemicals.”
Phytochemicals can act as antioxidants, protecting
DNA from damage, or in other ways can protect against
unregulated cell growth. The American Dietetic
Association supports the view that an “appropriately
planned vegetarian diet” is nutritionally adequate and
beneficia for the prevention and treatment of certain
diseases, including some types of cancer.®
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Epidemiological Evidence
Breast Cancer

Severa of the factors that influence risk for
breast cancer are those that affect circulating hormone
levels throughout life. These include age at menarche,
obesity, number of pregnancies, breast feeding and
physical activity. Rapid early growth and early
menarche, two of the main determinants of breast
cancer risk that arerelated to diet, may havethegreatest
effect during the first two decades of life. The most
consistent relationships between risk of breast cancer
and dietary factors are increased risk with alcohol
intake and decreased risk with vegetable and fruit
consumption. The evidence for a decreased risk with
vegetable and fruit consumption is much weaker for
breast cancer than for other cancer sites.>"8

Epidemiological data suggest that consumption
of 1-3 acohol drinks per day is associated with a20 to
50 percent increased risk of breast cancer.® High body
mass probably increasestherisk after menopause. The
WCRFAICR panel judged that plant-based diets, and
the avoidance of alcohol, together with the
maintenance of recommended body mass and regular
physical activity, may decrease the incidence of breast
cancer by 33 to 50 percent. Thisisconsistent with the
American Cancer Society’s (ACS) advice to limit
intake of acoholic beverages, eat a diet rich in fruits
and vegetables, be physically active, and avoid obesity
to reduce therisk of breast cancer.?

Colorectal Cancer

Colorecta cancer isthe second leading cause of
cancer death among Americans. Migrant and temporal
trend studies suggest that colon and rectal cancersare
determined largely by environmenta exposures. Diet
has long been regarded as the most important
environmental influence. Incidence in persons
emigrating from low risk areas such as Africa, Asiag,
Centra and South America tends to rise to the high
risk rates of the United States within one to two
generations, or even as early as within the migrating
generation itself. Colorectal cancer and stomach
cancer are the two major cancers for which risks can
be reduced mainly by diet.>?

Although the mechanism for the effect of diet
on colorecta carcinogenesis is not fully understood,
biological hypotheses involving mucosal damage to
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epithelia cellsare widely accepted. Dietshighin fats
may elevate risk by increasing bile acid production.
Dietary fiber may decrease risk by binding bile acids,
as well as by increasing stool bulk and, as a result,
diluting carcinogens. Vegetables may be protective
by providing the colon with fiber, or with a number of
anticarcinogenic compounds, such as vitamin C, folic
acid, organosulfides, isothiocyanates, and protease
inhibitors 11011

There is evidence that diets high in vegetables,
in combination with regular physical activity, can
decrease the risk of colorectal cancer. Evidence is
weakly suggestive that dietshigh in fiber decreaserisk
but thereislack of clarity about which constituents of
high-fiber foodsCnamely, vegetables, fruits, cereals,
and seedsCcontributesto the lowering of risk. Alcohol
consumption and intake of saturated fat and red meat,
which are difficult to differentiate from that of total
fat in the western diet, have been regarded as factors
that probably increase the risk of colorectal cancer.
The WCRF/AICR panel judged that diets high in
vegetables and low in meat, together with regular
physical activity and the avoidance of acohol, may
decrease the incidence of colorectal cancer by 66-75
percent. Thisisconsistent with the American Cancer
Society’ sadviceto consume fewer high-fat foods, limit
intake of red meats, eat more vegetables, fruits, and
whole grains, and be physicaly active to reduce risk
for colorecta cancer.?

Stomach Cancer

Infection of the stomach by the bacterium
helicobacter pylori isanon-dietary cause of sscomach
cancer, but the persistence of thisinfection and itsrole
in carcinogenesis may be modified by dietary factors.
Severa correlational and case-control studies have
shown a positive association between stomach cancer
and the consumption of sdted, smoked, grilled, and
pickled foods, whereas diets high in fruits, vegetables
and refrigerated perishable foods protect against
cancer. The WCRF/AICR panel judged the evidence
regarding these associations to be convincing and
concluded that diets high in vegetables and fruits,
together with the use of freezing and refrigeration and
a low consumption of salt and salted foods, may
prevent 66-75 percent of stomach cancer cases.
Vitamin C contained in fruits and vegetables is

probably protective. The American Cancer Society
recommends eating at least five servings of fruits and



vegetablesto reduce therisk of stomach cancer.t312
Oral and Esophageal Cancers

Tobacco is an established cause of oral and
esophageal cancers. Thereisconvincing evidencethat
alcohol increases the risk of ora and of the squamous
(epithelid) cell type of esophageal cancer. Nine of 10
cohort studies and 18 of 21 case-control studies show
increased risk for esophageal cancer with consumption
of al typesof acohaolic drinks. Most evidence suggests
a dose-response relationship; that is, risk for
esophageal cancer increases with increased intake of
alcohol. Tobacco and acohol, singly and together,
increase the risks for cancers of the mouth, pharynx,
larynx and esophagus (squamous or epithelial cell
type). For drinkers of alcohol who aso smoke, the
risk isfurther increased. Thereisconvincing evidence
that consumption of fruits and vegetables decreases
the risk of oral cancer and that consumption of
vegetables decreases the risk of esophageal
adenocarcinoma, the second type of esophagedl cancer.
Adenocarcinomaincidence is aso strongly associated
with obesity and with fat consumption.

Thereisevidencethat vitamin C and carotenoids
may be the components of fruits and vegetables that
are responsible for reducing risk for oral and
esophageal cancers. Themost effective way to prevent
oral and esophageal cancersisnot to usetobacco, avoid
or limit alcohol intake, and consume a varied diet rich
infruitsand vegetables}:31314.15

Prostate Cancer

Prostate cancer is the most common cancer
among American men, other than skin cancer. The
cancer is related to male hormones, but the exact
mechanism is unclear. To date, evidence does not
demongtrate that any dietary factors modify risk for
prostate cancer. However, thereisagrowing body of
evidence to show that vegetables are protective. The
WCRFAICR panel noted that diets high in vegetables
are possibly protective and that regular consumption
of fat, saturated/animal fat, red meat and dairy products
may increaserisk. Current evidence suggeststhat the
most effective dietary means of preventing prostate
cancer isto consumeadiet highin fruitsand vegetables
and limit intake of foods from animal sources,
especially saturated fats and red meats.>*6 However,
more research is needed to confirm this.

Endometrial Cancer

There is convincing evidence that high body
mass index increases the risk of endometrial cancer.
The association may be dueto theincreasein estrogen
level sthat occurs among postmenopausal women who
are overweight. This evidence suggests that
maintenance of body weight within recommended
levels through healthy food choices and regular
physical activity may be effective for preventing
endometrial cancer.t37

Lung Cancer

The overwhelming cause of lung cancer is
smoking of tobacco. Over 80% of lung cancer cases
occur as a result of tobacco smoking. There is
convincing evidence that diets high in vegetables and
fruits protect against lung cancer. The WCRF/AICR
pand judged that 20-30 percent of cases of lung cancer
in both smokers and non-smokers may be prevented
by diets high in a variety of fruits and vegetables.
Currently, it is not known which components of fruits
and vegetables are protective. This question is under
very active investigation. Carotenoids, found in plant
foods, have been studied to determine whether they
may be protective. Two large prevention trials found,
unexpectedly, that consumption of a combination of
beta-carotene and retinyl palmitate'® or beta-carotene
alone,** resulted in an increase in lung cancer
incidence’ Nevertheless, even among smokers,
increased consumption of fruits and vegetables does
decreaserisk.

Risk Factor Prevalence

Fruit and Vegetable Consumption

Despite evidence associating consumption of
fruits and vegetables with decreased risk for cancer
and other chronic diseases such as cardiovascular
disease, national surveys show consumption of these
foods remains lower than recommended. A report of
national data collected through The Behavioral Risk
Factor Surveillance System (BFRSS), Centers for
Disease Control and Prevention (CDC), revealed that
fruit and vegetable consumption increased between
1990 and 1994 by 0.14 servings per day, with no further
increases between 1994 and 1998.2! Nationa Five-A-
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Day surveys demonstrated an increase of 0.2 servings
between 1991 and 1997.%2

For each of the three BRFSS reporting years,
1994, 1996 and 1998, consumption in North Carolina
was below the national average. In 1996, only 16.4%
of North Carolind s adults reported eating at least 5
servings of fruits and vegetables, a decrease from
18.9% reported in 1994. In 1998, the percentage of
adults reporting consumption of at least 5 servings of
fruits and vegetables daily was 26.1% nationaly and
21.3% for North Carolina, with an average of 3.8
servings per day. The mean for North Carolina for
the three reporting years (1994, 1996, 1998) was
18.9%, ranking North Carolina as the 5" lowest in the
nation for prevalence of fruit and vegetable
consumption.

The 5 A Day For Better Health Program of
the National Cancer Ingtitute

TheNationa 5 A day for Better Health Program
approaches Americanswith asimple, positive message
to eat 5 or more servings of vegetables and fruits daily
for better health. As a participant in the program,
during 1999 and 2000 North Carolina implemented a
multifaceted campaign designed to meet the objectives
set by the national program. A recent report to the
NCI Board of Scientific Advisors by the 5 A Day
Evaluation Group concluded that continuation of the
program is warranted based on additional evidence of
the benefits of a diet rich in fruits and vegetables for
reducing cancer risk.2?

Overweight and Obesity

There has been an alarming increase in the
number of overweight and obese individuas during
the last decade.?? Body Mass Index (BMI) describes
body weight relative to height. It is equal to weight in
kilograms divided by height in meters squared.
Overweight for adultsis defined as BMI of 25to 29.9
and obesity isdefined asBMI of 30 and above. A BMI
of 30 in most cases means an individua is about 30
pounds overweight. The Third National Hedth and
Nutrition Examination Survey showed that the number
of overweight Americans increased from 25 percent
(1976-80) to 33 percent (1988-94) of adults.
According to the 1999 Behavioral Risk Factor
Surveillance Study (BRFSS), 36.4 percent of North
Carolinaadultsare overweight; 21.5 percent are obese.
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Dr. Jeffery Koplan, Director of the Centers for
Disease Control and Prevention, cites the continuing
epidemic of obesity asacritical public heath problem.
Obesity rose 6 percent nationally between 1998 and
1999, with the largest increase (7%) found among
whites. Children with BMI of greater than or equd to
the 85" percentile but lessthan the 95" percentilefor
age and gender, based on growth charts, are considered
at risk for overweight; children with BMI greater than
or equal to the 95" percentile are considered
overweight. Data from the North Carolina Health
Services Information System show that in 1999, using
the newly revised children growth chart cut points for
BMI, 12.3 percent of 2 through 4 year olds, 17.8
percent of 5 through 11 year olds and 22.5 percent of
12 through 18 year olds have a BMI at or above the
95" percentile for gender and age. In al age groups,
North Carolina has a higher prevalence of overweight
than the national average.?--%324

Summary

About one-third of the 500,000 cancer deaths
that occur in the United States each year have been
linked to dietary factors. Recommended feasible
changesin diet, together with maintenance of physical
activity and appropriate body mass, can reduce the
incidence of cancer by 30-40 percent. Evidence
(convincing or probable) of dietary protection against
cancer (mouth and pharynx, esophagus, lung, stomach,
colon and rectum, larynx, pancreas, and bladder) is
strongest and most consistent for diets high in
vegetables and fruits. Fruits and vegetables should be
consumed in their natural form, as food sources, since
synthetic sources of the nutrients contained in fruits
and vegetables have not been shown to reduce cancer
risk. Diets high in meets probably increase the risk of
colon cancers. Alcohol consumption increasestherisk
of oral and esophageal cancers. Appropriate
refrigeration of food, aong with reduction of sat and
salted foods, protect against stomach cancer. High
body mass increases the risk of endometrial cancer
and probably breast cancer.

Despite evidence linking greater consumption
of fruits and vegetables with decreased cancer and
chronic disease risk, consumption patterns in North
Carolina have remained low and relatively unchanged,
ranking North Carolina as the 3" lowest among all
states. The prevalence of overweight and obesity is
risng a aarming rates. Eating patterns, along with



other behaviors such as physical activity, are complex
and require chalenging intervention strategies. The
dietary intervention components that are most
efficacious for promoting a diet to reduce the risk of
cancer vary by population and setting. In general,
however, it appears that interventions including food-
related activities (such as food tasting), socia support,
goal setting, and culturally sensitive intervention
designs are the most effective in promoting dietary
change®

To change both dietary practices and physical
activity levels, the Ingtitute of Medicine recommends
use of a socid ecologica intervention modd; such a
model would provide the necessary framework for
intervening at multiple levels (individual,
interpersonal, institutional, community, and policy)
and with multiple approaches (e.g., education, social
support, incentives, laws, policies).?

The Prevention Subcommittee strongly supports
multi-level dietary interventions to reduce cancer
incidence in North Carolina. The Subcommittee has
selected the following objectives and strategies to
accomplish that aim.
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Diet Goals, Objectives, and Strategies

Goal 1:
To promote and increase dietary consumption of foods and nutrients that are known to
decrease cancer.

Targets for Change by 2006:
1. Increase to 35% the proportion of North Carolina adults 18 and older who consume at least five serving
of fruits and vegetables each day. (Data Source: Behavioral Risk Factor Survey, 1998 Baseline: 21.3%

n

2. Increase the proportion of North Carolina middle school students who consume at least five
servings of fruits and vegetables each day. (Data Source: Y outh Risk Behavior Survey, Item to be
developed — Basdline to be established in 2001)

3. Increase the proportion of North Carolina high school students who consume at least five servings
of fruits and vegetables each day. (Data Source: Y outh Risk Behavior Survey, Item to be devel oped-
Basdline to be established in 2001)

4. Increase to 50% the proportion of North Carolina adults 18 and older with BMI below 25.0.
(Data Source: Behaviora Risk Factor Survey, 1999 Baseline 42.1%)

D

5. Increase to 90 percent the proportion of North Carolina children 2-18 years of age with Body Mass Index
(BMI) less than the 95" percentile for age and gender. (Data Source: NC HSIS, 1999
Basdline 85.9%; Data Source: Y outh Risk Behavior Survey, Item to be developed — Basdline to be
established in 2001).

6. Increase to 85% the proportion of North Carolina high school students who report not initiating acohol
use (“other than afew sips’) before 13 years of age. (Data Source: Y outh Risk Behavior Survey, 1997
Basaline 68.9%).

7. Increase the proportion of North Carolina adults 18 and older who report restricting fat intake
(particularly saturated fat) to 30 % or less of recommended caloric intake. (Data Source to be
developed). -

Note: During the next five years, efforts to improve rates of consumption of at least five servings

of fruits and vegetables each day among African-Americans and Hispanics will receive priority

attention, since rates among these groups currently are lower than those for other populations.

On thefollowing pages,
**indicatesobjectivesor strategiesthat arefocused on racial, ethnic, socioeconomic,
educational or age-related disparities

Objective 1
To increase the proportion of North Carolinians who eat five or more servings of fruits and vegetables each

day.
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Strategies

1. Develop and implement a multi-faceted, statewide intervention program to increase the intake of fruits and
vegetables and limit fat consumption, particularly from animal sources. Intervention program will include
promotion of the Ingtitute of Medicine's recommendation that the mandatory school-health curriculum
include hedlth topics, including nutrition.

2. Secure stable, core funding for loca programs and build/maintain central state-level capacity.

3. Increase the number of culturaly appropriate cues and messages regarding the protective effect of fruit
and vegetable consumption in the reduction of risk for cancer.

Objective 2
To increase the proportion of North Carolinians who achieve and maintain a healthy body weight/body mass.

Strategies
1. Develop and distribute the North Carolina Strategic Plan for the Prevention of Child and Adolescent
Overweight and Related Chronic Disease Risk Factors.

2. Develop and implement enhancements to the North Carolina Pediatric Nutrition Surveillance System to
monitor the prevalence of relevant nutrition and physical activity behaviors among children.

3. Develop and implement Women Infants and Children Program (WIC) and the Child and Adult Care Food
Program (CACFP) policy changes that support dietary and physical activity behavior changes in low-
income and minority children 2-5 years of age participating in WIC and CACFP.

4. Create environmental supports for healthy eating and physical activity in regulated childcare settings
through a nutrition and physica activity environmenta rating scale.

Objective 3
To prevent initiation of acohol use by North Carolina youth.

Strategies
1. Implement interventions to increase awareness of the relationship between alcohol use and increased risks
for cancer.

2. ldentify and work with commissions, task forces, funders and providers of acohol prevention services to
incorporate strategies and activities to prevent initiation of alcohol use.

Objective 4
To reduce consumption of high-fat foods, particularly from anima sources, among North Carolinians.
Strategies

1. Identify, or develop, and implement a multi-faceted, statewide intervention program to increase the intake
of fruit and vegetables and limit fat consumption, particularly from animal sources.
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2. Secure stable, core funding for loca programs and build/maintain centra state-level capacity.

3. Increase the number of culturally appropriate cues and messages regarding the detrimental effect of fat
consumption in the risk for cancer.

Objective 5
To eliminate disparities in reported dietary practices by improving health related factors and norms of popula
tions more adversely affected by poor diet. **

Strategies

1. Actively engage underserved and vulnerable ethnic and cultural groups in the development and
implementation of operationd dtrategies amed at understanding and reducing disparities among ethnic
groups and across educational and socioeconomic differences. **

2. ldentify, or develop, and implement effective, culturally appropriate interventions in addressing each of
the stated objectives areas, i.e. increase fruits and vegetables intake, achieve and maintain a healthy body
weight, prevent initiation of acohol use by youth, reduce consumption of high-fat foods. **

Goal 2: To coordinate data collection and programmatic efforts with existing or
ongoing studies and programs being implemented across the state (See
Coordination)

Partner Organizations. The following partner organizations will contribute to the imple-
mentation of strategies shown (listed as Objective, Strategy). All strategies are Goal 1.

Alice Aycock Poe Center for Health Education: 1.3

American Cancer Society: 1.3, 2.2, 2.3, 24,5.1, 5.2

North Carolina Advisory Committee on Cancer Coordination and Control-Prevention Subcommittee: 1.3, 1.2,
51,52

North Carolina Cooperative Extension Service: 1.1, 1.3, 2.1, 2.3, 4.1, 4.2, 4.3

North Carolina Department of Public Instruction: 1.1, 1.3, 4.1, 4.2, 4.3

North Carolina Dietetic Association: 1.3, 5.1, 5.2

North Carolina Health Promotion and Disease Prevention Section: 2.1, 2.2, 2.3, 2.4

North Carolina Health Promotion and Disease Prevention Section-Cardiovascular Health Program: 5.1, 5.2

North Carolina Health Promotion and Disease Prevention Section-Physical Activity and Nutrition Unit:
1.1P*, 1.2P, 1.3P, 4.1P, 4.2P, 4.3P, 5.1P, 5.2P

North Carolina Nutrition Network: 1.1, 1.3, 4.1, 4.2, 4.3

North Carolina Office of Minority Health and Health Disparities: 5.1, 5.2

North Carolina Prevention Partners: 1.1, 1.3, 2.1, 2.4, 4.1, 4.2, 4.3

North Carolina Women's and Children’s Hedlth Section: 2.1P, 2.2P, 2.3P, 2.4P

* Pindicates Principal Agency

50



Tobacco Use
Prevention and Contr ol

Goal 1
To prevent initiation and promote quitting
of tobacco use among youth

Goal 2

To eiminate exposure to environmental
(“secondhand”) tobacco smoke

Goal 3
To promote quitting of tobacco use among
adults

Goal 4

To eiminate disparities by improving the health
related norms of populations more adversely
affected by tobacco use
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Tobacco use is the number one preventable cause of premature death and dis-
easein North Carolina and the nation.*? It is estimated that 21% of the deaths
in our state are associated with tobacco use — more than 14,500 in 1999.3
Nearly 96% of lung cancers among men and 92% among women in the U.S.
wer e attributed to active smoking, making male smokers 23 times and female
smokers 13 times more likely to die of lung cancer than nonsmoking men and

women, respectively.?

The National Cancer Ingtitute recently revealed
that among active smokers, 57% of al deaths among
men and nearly half of deaths among women were
attributable to smoking.® About three-quarters of oral
cancers are attributed to tobacco use, either
smoked or smokeless.®

smoking. Persons aged 25-44 are most likely to be
smokers; in fact, over 35% of young adults are
smokers. Cigarette smoking is most prevalent among
persons with less than a high school diploma, with
34% reporting smoking in 1999.4 North
Carolina has one of the highest rates of

Smoking kills more people than acohol, Smoking kills smokeless tobacco use in the country,
AIDS, car crashes, illegal drugs, murders and more people particularly among racial and ethnic
suicides combined. Thousands more die from than alcohal, minority groups, and it has the highest
other tobacco-rel ated causes, such as exposure AIDS, car rate of female smokel esstobacco use.®
to secondhand smoke (more than 40,000  crashes, illegal
desths nationwide),” health consequences of 4, ugs, murders
spit tobacco use’, and fires caused by smoking . Tobacco Use Among Y outh
(morethan 1000 deaths per year nationwide).’ and Su_' cides

combined.

TobaccoUsePrevalence

Despite the well-established relationship
between smoking and lung cancer, a quarter of North
Carolina s adults, 14% of pregnant women, and nearly
40% of youth in high school smoke, al above nationa
rates.*® Data from the Behavioral Risk Factor
Surveillance System show that, in 1999, prevaence
of smoking among adultsin North Carolinawas 25.2%.
This smoking rate is higher than the nationa estimate
of 24.1%. However, the preceding statistics have a
margin of error large enough that North Carolina srate
may not be meaningfully different from the national
estimate. Only nine statesreported alarger percentage
of male adults smoking than North Carolina, and only
14 statesreported alarger percentage of female adults
smoking.

Whites and African Americans reported the
highest smoking rates, 25.2% and 24.6 % respectively.
By comparison, only 22.7% of Hispanics reported

Tobacco use among teens in North
Cardlinais aso higher than the nation,
especialy among middle school aged youth.® 1% In
1999, more than 18% of North Carolina middle school
children reported some form of tobacco usein the past
month, as compared to less than 13% for the nation
(Figure 1). Trendswere similar for cigarette smoking
among middle school students; 15% of North Carolina
middle school children reported cigarette smoking in
the past month, as compared to 9.2% nationally.
Among high school youth, the percentageswere 38.3%
for North Carolina and 34.8% in the nation for overall
tobacco use in the past month, and 31.6% to 28.4%
for cigarette use in the past month.** In 1999, 14.0%
of high school males and 1.8% of high school females
reported using smokel ess tobacco in the past month. 1°
Youth from rural areas were more likely to report
tobacco use than teens in urban settings, 41.2% to
35.2%.8
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Middle School Students:

Per centage of middle school studentsreporting use of someform of tobaccoin the past month.
North Carolina 18.4%

National 12.8%

Per centage of middle school studentsreporting cigar ette smokingin thepast month.
North Carolina 15.0%
National 9.2%

High School Students:
Per centage of high school studentsreporting use of someform of tobacco in the past month.

North Carolina 38.3%
Nationa 34.8%

Per centage of high school studentsreporting cigar ettesmokingin the past month.
North Carolina 31.6 %
National 28.4%

Current* Cigarette Smoking Among Middle School and High School Students by Race and Ethnicity—North
Carolina Y outh Tobacco Survey (NCYTS) Compared to the National YTS Data, 1999

*Used cigarettes on 1 or more of the past 30 days preceding the survey.

Per centage of North Carolina Students Who Report Tobacco Use
*Tobacco Use by Product and by School Level

40 38 3

35 31.6

30

25

20 Owmiddie

15 EHigh
10 | 7.9 7.9

Any Cigarettes Smokeless Cigars Pipes

[} Tobacco

*Used cigarettes on 1 or more of the past 30 days preceding the survey

54



Early adolescence is when young people are
most likely to experiment with smoking.*? Nearly one
of three youths who begin smoking in childhood will
die prematurely from some smoking-related illness.
Children and adolescents who smoke are at greater
risk for asthma, coughing, wheezing, dowed rate of
lung growth, and other respiratory problems.*®

Exposure to Environmental Tobacco Smoke

Exposure to second-hand smoke is known to be
amajor health problem, causing 30 times as many lung
cancer deaths as all other regulated pollutants. Each
year 3,000 nonsmoker deaths and 300,000 lung
infections are caused by exposure to environmental
tobacco smoke.

A 1999 survey of North Carolinayouth showed
that almost half of North Carolina middle school
students (48.8%) and high school students (46.0%) live
with someone who smokes. 88.9% of middle school
students and 91.3% of high school students believe
that the smoke from other people’'s cigarettes is
harmful to them.?

Tobacco's Toll on Health

The Cancer Prevention Study Il in 1988
examined the relative risk of various diseases known
to be associated with cigarette smoking. Asshownin
Table |, cigarette smokers face higher relative risk of
death than do nonsmokers. Smokers are at especialy
high risk for dying of lung cancer and respiratory
disease, yet the numbers of smoking-attributable

deaths due to heart disease are higher.
In 1999, more than 4,600 people died of lung

cancer in North Carolina. Other conditions associated
with smoking also had large numbers of deaths:
chronic obstructive pulmonary disease, 3,586 degths;
coronary heart disease, 14,593 deaths; cerebrovascular
disease, 5,597 deaths; pancreatic cancer, 800 deaths,
cancer of kidney and rena organs, 342 deaths, and
bladder cancer, 318 deaths.®

Pregnant women who smoke have an increased
risk of dtillbirths and neonatal deaths. Children of
mothers who smoke also average 200 grams less at
birth than children of women who do not smoke.!®
Women suffer additional risks of cervical cancer,
premature menopause, impaired fertility and
pregnancy complications.*® According to a report by
the U.S. Surgeon Generd in 1990, between 17% and
26% of low birthweight can be attributed to maternal
smoking.t” Of women in North Carolinawho gave birth
in 1999, 14.3% reported smoking.*8

Digparities Among Population Groups

Certain population groups have higher tobacco
use rates. Adult minority populations in the North
Carolinareported adightly lower rate of smoking than
the white population. Yet the rate of smoking-attrib-
utable years of life lost for African Americans was
twice that of whites (the sum of the number of years
lost from premature desths under age 65).°Nearly 25%
of African American adultsin North Carolinareported
smoking, while 22.7% of Hispanics, 23.3% of other
other minorities, and 25.2% of white adults reported

Tablel. RelativeRisk for Cigarette-related Mortality, Cancer Prevention Study |1, 1988

Males Females
Overdl deaths 2.3 1.9
Lung Cancer 232 128
Coronary Heart Disease 1.9 1.8
Chronic Obstructive Pulmonary Disease 11.7 128
Stroke 19 1.8
Other Smoking-related Cancers* 35 2.6

*Sites include larynx, ora cavity, esophagus, bladder, kidney, other urinary tract organs, and pancress.
National Cancer Ingtitute, Nationd Ingtitutes of Hedlth, Bethesda, Maryland, February, 1997, xi

Source: Changes in Cigarette-Related Disease Risks and Their Implication for Prevention and Control,
National Cancer Ingtitute, Nationa Institutes of Health, Bethesda, Maryland, February 1997, xi
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smoking.*

High school students show the same trends, but
among middle school students, 19.8% of African
Americans and 20.5% of Hispanics smoked compared
to 16.8% of whites.®

Nationdly, the 1998 Surgeon Generd’s report
on tobacco use among U.S. racial/ethnic minority
groups summari zes data on smoking prevaenceamong
African Americans, American Indians and Alaska
Natives, Asan Americans and Pacific Idanders, and
Hispanics, presented below.

African Americans. The data show that prevalence
of cigarette smoking among African Americans
decreased from 37.3% in 1978-80 to 26.5% in 1994-
1995.20 Smoking declined for both African American
men and African American women but remained
higher among men than women throughout this time

period.

American Indians and Alaska Natives. Data on
smoking prevalence among American Indians and
Alaskanativesare limited but the datathat are available
show that smoking rates for both men and women in
these groups have been higher than for any other
population subgroup in the United States. The Surgeon
General’s report cites a nationally representative
survey conducted in 1991 that found a smoking rate
of 32.8% among respondents. Thereport citesasurvey
conducted in the early 1990s on reservationsthat found
rates of cigarette smoking prevalence to be 40.5% for
men and 29.2% for women.?°

Asian Americans and Pacific Islanders: National
Hedlth Interview Survey data presented in the Surgeon
Generd’s report show that, between 1978 and 1995,
smoking prevalence among Asian Americans and
Pacific Islanders decreased from 23.8% to 15.3%; the
decline was much greater for women (60%) than for
men (23%).*

Hispanics: Among Hispanics, smoking prevalence
declined from 30.1% in 1978 to 18.9% in 1995 but
prevalence was higher among men than among women
throughout this time period.2°

Table 2 (Page 56) shows mortality rates for
malignant diseases of the respiratory system by race/
ethnicity and gender between 1950 and 1995. For
population groups for whom data prior to 1980 is
available (African Americans and Whites), mortality
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rates rose and then declined dightly between 1950 and
1995. For dl other population groups, mortality rates
rose moderately or remained approximately stable
between 1980 and 1995.

The Cost of Tobacco Diseases and Death

It has been estimated that in direct and indirect
costs, smoking costs smokers and non-smokers dike
inthe U.S. between $213 and $353 per person per year
(in1993 dallars).?* Theseestimatesincludedirect costs
such as treatment and prevention services, as well as
lost productivity due to illness or premature death. In
1987 (the most recent year available), 43.3% of
medical care expenditures associated with smoking
were paid for by public funding sources, such as
Medicare and Medicaid.?

Each year during 1990-1994, data showed an
average of 14.7 yearsof lifelost dueto smoking among
North Carolinians. North Carolina s annual Medicaid
payments directly related to tobacco are estimated at
$200 million.®” Overall medica costs alone due to
smoking in North Carolina during 1993 (latest year
for available figures) were estimated a $1.2 billion.??

Tobacco Advertising and Promotions

In 1998, cigarette companies spent about $6.73
billion on cigarette advertisements. It is estimated that
at least $145 million of these advertising dollars
targeted North Carolinians.?* Children and youth make
up the largest proportion of new smokers. Documents
revealed by the Master Settlement Agreement with the
state Attorneys General showed that much of the
industry’s advertisng and promotion strategies have
been aimed at young people.?® The three top brands
reportedly smoked by adolescent smokersare thethree
most heavily advertised brands of cigarettes in the
U.S.*2 These include Marlboro, Camel and Newport.

Two studiesreleased May 17, 2000 showed that
the tobacco companiesincreased magazine advertising
amed a youth since signing the Master Settlement in
November 1998. These studies showed that the tobacco
companies dramatically increased their advertising
spending in magazines read by large numbers of youth
at the frequency needed to make asignificant impact.®
One recent example of tobacco promotions affecting
tobacco use among young personsis seen with the 1999
data from the Youth Tobacco Survey. 21.9% of al
North Carolina middle school students and 41.6% of



middle school students who currently used tobacco reported owning a persona item (e.g., book jacket, cap)
with a tobacco company name or logo onit.t!

Table2. Death ratesper 100,000 U.S. residentsfor malignant diseases of therespiratory system,
by race/ethnicity and gender, United States, 1950-1995,* selected years

Race/ethnicity and gender  1950" 1960" 1970 1980 1985 1990 1993 1995

African American men
All ages, age-adjusted 16.9 36.6 60.8 82.0 87.7 910 86.0 80.5
All ages, crude 14.3 31.1 51.2 70.8 757 778 74.7 71.2

American Indian or
Alaska Nativemen **
All ages, age-adjusted NA NA NA 232 284 297 310 32.7
All ages, crude NA NA NA 15.7 196 211 23.1 25.1

Asian American or Pacificlslander men é
All ages, age-adjusted NA NA NA 276 269 268 28.4 25.8
All ages, crude NA NA NA 22.9 21.3 21.7 23.9 224

Hispanicmen F
All ages, age-adjusted NA NA NA NA 240 277 251 25.2

All ages, crude NA NA NA NA 13.9 174 16.5 16.9
Whitemen

All ages, age-adjusted 216 34.6 49.9 58.0 58.7 59.0 56.3 53.7

All ages, crude 241 39.6 58.3 734 776 810 79.7 77.8

African American women
All ages, age-adjusted 4.1 55 10.9 195 228 275 273 27.8
All ages, crude 34 49 10.1 19.3 235 292 30.2 313

American Indian or
Alaska Nativewomen 9
All ages, age-adjusted NA NA NA 8.1 111 135 16.1 16.4

All ages, crude NA NA NA 6.4 92 113 14.6 155
Asian American or Pacific | dander women ***

All ages, age-adjusted NA NA NA 9.5 92 113 11.7 13.0

All ages, crude NA NA NA 84 82 106 117 13.6
Hispanic women L

All ages, age-adjusted NA NA NA NA 6.7 87 8.2 8.2

All ages, crude NA NA NA NA 52 75 7.3 75

Whitewomen
All ages, age-adjusted 4.6 51 101 182 227 265 27.6 27.9
All ages, crude 54 6.4 131 265 348 434 473 489
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Note: Data in the table on African Americans, American Indians and Alaska Natives, Asian Americans and Pecific
Islanders, and whites include persons of Hispanic and non-Hispanic origin. Conversely, in this table, the data on

Hispanic origin may include persons of any race.

* Age-adjusted to the 1940 U.S. standard population. Cause-of-death data are based on classifications from the then
current International Classification of Diseases (e.g., cause-of-death codes 160-165 for the Ninth Revision). Data for the

1980s are based on intercensal population estimates.
H Includes deaths of nonresidents of the United States.

** |nterpretation of trends should consider that population estimates for American Indians and Alaska Nativesincreased
by 45 % between 1980 and 1990 (because of better enumeration techniques in 1990 and an increased tendency for

people to denote themselves as American Indian in 1990).

é Interpretation of trends should consider that the Asian population in the United States more than doubled between

1980 and 1990, primarily because of immigration.

F Because of incomplete data, the National Center for Health Statistics (NCHS) reports 1985 death certificate data on
decedents of Hispanic origin for only 17 states and the District of Columbia. By 1990, data for 47 states and the District
of Columbia were reported. NCHS estimates that the 1990 reporting area encompassed 99.6 % of the U.S. Hispanic
population. After 1992, only Oklahoma did not provide information on Hispanic origin.

NA = data not available.

Source: Adapted from National Center for Health Statistics. U.S. Department of Health and Human Services. Tobacco
Use among U.S. racial/ethnic minority groups-African Americans American Indians and Alaska Natives, Asian
Americans and Pacific Islanders, and Hispanics: A report of the Surgeon General (DHHS Publication No. (CDC) 89-
8411: Washington, DC). Atlanta, GA: U.S. Department of Health and Human Services, Public Health Service, Centers
for Disease Control and Prevention, National Center for Chronic Disease Prevention and Health Promotion, Office on

Smoking and Health. 1999.
What Can Be Done?

Several strategies have the potential to reduce tobacco
use in North Carolina.

I ncreasethe Number of SmokeFreeAir Policies

North Carolind slaw G.S. 143-595 requires that
20% of state-controlled buildings be set aside for
smoking, and preempts local governments from
passing stricter ordinancessince 1993.24 North Carolina
does not alow municipalities or counties to enact
smoke-freelaws. This represents an enormous barrier
for loca communities because it greatly limits their
ability to protect public hedth and safety. Voluntary
adoptions of workplace nonsmoking policies have
resulted in a 95.3% increase in workers who are
covered.®

Schools are exempt from G.S. 143-595, and last
year former Governor Jm Hunt strongly supported
100% tobacco free schools by sending a letter to all
North Carolina schools indicating his support.
Recently, Michael F. Eadey and Mike Ward, State
Superintendent of Public Instruction have promoted
100% tobacco-free schools. Currently 13 school
districts have adopted 100% smoke free
environments.?’
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IncreasePrice

Taxation isthe most effective measureto reduce
tobacco use demand; higher taxes induce quitting,
reduce consumption and prevent starting. It is
estimated that a 10% increase in price reduces
consumption by four to eight percent.?® Studies of
smokel ess tobacco show similar trends.'?

North Carolina stax rateis5 cents per cigarette
pack, the third lowest in the nation. The smokeless
tobacco tax is 2% of cost.?! The last time North
Carolinaraised the cigarette tax was 1991. That year
the General Assembly increased the excise tax on
cigarettes by 3 cents per pack. The legidlature passed
the tax because the State was experiencing a major
budget deficit.

Reduce Youth Accessto Tobacco

Today, there is widespread support to reduce
youth access to tobacco products. Some studies that
have reduced illegal tobacco sales to minors have
shown reductions in youth smoking, whereas others
have failed to document any reduction.?® Aggressive
enforcement is required to maintain low rates of
tobacco salesto minors.:3!

Thefedera Synar Amendment stepped up local
efforts to reduce tobacco salesto minors. The Synar



Amendment requires the North Carolina Department
of Health and Human Services, Divison of Mental
Health, Developmental Disabilities and Substance
Abuse Services to significantly reduce the rate that
underage youth are able to buy tobacco products in
over-the-counter retail outlets and vending machines.®
Failure to comply with the requirements of the federal
Synar Amendment could result in a 40 % or
approximately $13 million reduction in the State's
Substance Abuse Prevention and Treatment Block
Grant.

Since 1996, loca law enforcement, the North
Carolina Divison of Alcohol Law Enforcement, the
North Carolina Substance Abuse Services Section,
local ASSIST Coadlitions, and the North Carolina
Tobacco Prevention and Control Branch have worked
cooperatively to reduce the rate at which minors can
purchase tobacco products by 50%. The North Carolina
General Assembly passed a new enforceable youth
accessto tobacco law effective December 1, 1997. In
response, Governor Hunt signed Executive Order 123,
which designated the North Carolina Division of
Alcohol Law Enforcement (ALE) as the lead agency
to implement model enforcement and education on
prohibiting tobacco sales to minors. Since 1996,
combined enforcement and educational efforts of the
North Carolina Substance Abuse Services Section,
ALE, local law enforcement, North Carolina Tobacco
Prevention and Control Branch and its local ASSIST
coalitions have reduced the rate at which minors can
purchase tobacco products to 20%—more than a50%
reduction.

Active enforcement, combined with public and
merchant education, is the only strategy proven to
reduce youth accessto tobacco products. Current gaps
in manpower and funding for active statewide
enforcement threaten continued progress. Resources
are needed to sustain active enforcement and merchant
education. Under federa law, North Carolina must
continue to reduce tobacco salesto minors at arate to
meet predetermined performance targets.

Promote Tobacco Use Cessation

Seventy percent of smokers want to quit and
70% of smokers see a physician each year.®® Data
indicate that only 67% of doctors give smokers advice
to quit, though that advice aone increases quit rates
by one third.3* Helping people quit smoking can yield
significant health benefits. The 1990 Surgeon

Generd’s report cites these findings. After one year
of not smoking, the risk of heart diseaseis cut in half;
in 5-15 years the risk of stroke returns to the same as
non-smokers; all race-sex groups add years to their
life expectancy.®

Effective strategies for treating nicotine
addiction include brief advice by a medical care
provider, counseling and pharmacotherapies.
Advancements in treating tobacco use cessation are
summarized in the recent guideline, Treating Tobacco
Use and Dependence, A Clinical Practice Guideline,
published by the Public Hedlth Services and available
on-line at www.surgeongeneral .gov/tobacco/
default.htm

In 1998, only one HMO and one Public Hedlth
Plan in North Carolina provided tobacco cessation as
a benefit. Recent gains were made in this arena, and
by 2000, 60% (8 of 14) offered a cessation benefit,
rider, or product. The Public Health Plan continuesto
offer these services. As aresult, cessation services
are available to more North Carolinians than before
through their routine medica care®

Summary

Taobacco useisthe singlemost preventable cause
of premature death in North Carolina. In the areas of
tobacco education, prevention, cessation, and policy
making there is much to be done to improve the hedlth
of North Carolina s citizens. There is good scientific
evidence on how to affect tobacco use. The Centers
for Disease Control and Prevention, National Cancer
Institute, Institute of Medicine, Substance Abuse and
Mental Health Services Administration (SAMHA),
Center for Substance Abuse Prevention, American
Medical Association, American Cancer Society,
American Heart Association and American Lung
Association agree that a multi-strategy approach
involving public educetion, policy, and programmeatic
efforts at the state and local community levels is
essential to reduce and prevent tobacco use among
teens and other priority populations.®®

Effective population-based programsfirst began
in Cadlifornia (from 1989), then Massachusetts (from
1993), Arizona (from 1994), and Oregon (from 1996).
In addition, Florida began a comprehensive program
in 1997. In the past decade these five states have seen
reductionsin adult and/or teen tobacco use while, quite
the contrary, the remainder of the nation has seen no
declines in adults and dramatic increases in teen
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tobacco use.® Over the past 10 year period, California
has reduced the percent of smoking to less than 18
percent and has had a 14 percent reduction in lung
cancer.® |t is evident that a well-funded,
comprehensive tobacco prevention and control plan
can make a significant impact on the lives and well-
being of North Carolinians.
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Tobacco Use Prevention and Control Goals, Objectives, and Strategies

Thefollowing Targets, Gods, Objectives, and Strategies reflect Vision 2010: North Carolina’s
Comprehensive Plan to Prevent and Reduce the Effects of Tobacco Use.!

Targets by 2006*
1. Decrease overall teen tobacco use in North Carolina from 38.3% to 26.8%
(Data Source: North Carolina Youth Tobacco Survey, 1999)
2. Decrease the proportion of North Carolina adults who smoke from 25% to 17.2%
(Data Source: North Carolina Behavioral Risk Factor Survey, 1999)
3. Reduce the proportion of pregnant women who smoke in North Carolina from 15.2% to 12.1%
(Data Source: North Carolina State Center for Health Statistics, Vital Statistics/Birth Certificate
Data, 1998)

Note: These Targets are based on those set for Healthy Carolinians 2010. They have been prorated to 60%
for thisCancer Control Plan.

Note: During the next five years, efforts to decrease rates of tobacco use by African-American, Hispanic,
and rura middle school students and by adults with less than high school educational attainment will
receive priority attention, since rates among these groups currently are higher than those for other groups.

On thefollowing pages,
** indicates objectives and strategiesthat arefocused on racial, ethnic, socioeconomic,
educational, or age-related disparities

Goal 1. To prevent initiation and promote quitting of tobacco use among youth

Objectivel
To increase from 29.8% to 47.9% the proportion of young people in high school who have never smoked.
(Source: YTS1999)

Objective 2a
To decrease the proportion of middle school students who use tobacco products from 18.4% to 12.9% and high

school students who use tobacco products from 38.3% to 26.8% (Source: YTS1999).

Objective 2b
To decrease the proportion of middle school students who smoke from 15% to 10.5% and high school

students who smoke from 31.6% to 22.1% (Source: YTS1999).

Objective 3
To increase from 5.1% to 62% the proportion of schools in North Carolina that are 100% tobacco free for
students, staff and visitors in school buildings, the campus, and in school-related events (Basdine: 6 of 117

schoal districtsin 2000; DPI/DHHS survey 1999).
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Objective 4
To decrease the rate of illegal sales of tobacco products to minors at retail stores and vending machines from
20%to 11%. (Source: DHHS, Substance Abuse Services Section 2000 Annual Synar Survey).

Strategies
1. Empower youth as tobacco prevention and control advocates.

2. Empower youth as peer counselors for cessation.

3. Deglamourize tobacco use and increase public awareness through paid advertising and public relations.
4. Earn pro-health media coverage.

5. Provide media literacy education and training.

6. Promote effective tobacco use prevention and control policies in schools and communities.

7. Assure a comprehensive approach to tobacco use prevention and control in al schools grades K-12.

8. Promote and provide access to effective cessation services to al youth and adults.

9. Increase merchants’ understanding of and commitment to reducing youth access to tobacco products
through the delivery of an effective statewide merchant education program.

10.Increase compliance with the State's Y outh Access Law through the development and implementation of a
sustained statewide enforcement program.

Goal 2: Toeliminate exposureto environmental (“ Secondhand”) tobacco smoke

Objective 1

To increase from 5.1% to 64.1% the number of schools in North Carolina that are 100% tobacco free for
students, staff and visitors in school buildings, the campus, vehicles, and in school events. (Basdline: 6 of
117 school digtrictsin 1999, DPI/DHHS survey 1999).

Objective 2a

To increase from 60.7% to 84.3% the proportion of North Carolina workers covered by a formal smoking
policy that prohibits smoking entirely or limits it to separately ventilated non-essential portions of the work-
place (Basdine: CPS 1999).

Objective 2b
To increase smoke-free policies in the following public indoor recreationa sites in North Carolina: (UNC

Dept of Family Medicine, 1999)

Indoor malls from baseline of 58% to 83.2%.

Commercial airports from baseline of 55% to 82%.
Roller/ice skating rinks from baseline of 91% to 96.4%.
Bowling centers from baseline of 7% to 62.8%.

Indoor spectator facilities from baseline of 82% to 92.8%.
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Objective 3
To increase the percentage of North Carolinians reporting smoke-free homes from 52.5% (1998/99 CPS data)
to 65.4%.

Objective 4a
To decrease from 48.8% to 34.2% the percentage of middle school students reporting living with someone
who smokes. (Basdline: YTS 1999)

Objective 4b
To decrease from 46.0% to 32.2% the percentage of high school students reporting living with someone who
smokes. (Basdline: YTS 1999)

Strategies
1. Promote adoption of nonsmoking policies in:
e Homes
e Child Care Facilities
e Schools
e Restaurants
e Family oriented businesses, e.g. shopping malls, recregtiond facilities, bowling aleys, hair saons
barbershops, sports arenas, etc.
e Workplaces
e Public Places

2. Earn pro-health media coverage.
3. Develop and run paid media on the health risks.
4. Promote nonsmoking establishments through the web, paid media, and earned media.

5. Raise public awareness of the risks of secondhand smoke related to asthma

o

Provide in-home inspections and tobacco use cessation services for families of asthmatics.

Goal 3: To promote quitting of tobacco use among adults

Objective 1
To decrease proportion of adults who smoke from 25% to 17.2%. (HP2010 national target)

Objective 2
To decrease the proportion of young adults, ages 18-24, who use spit tobacco from 5.0% to 4.3%. (Data
Source BRFSS).

Objective 3
To decrease proportion of pregnant women who smoke from 15.2% to 12.1%. (SCHS 1998 Vital Statistics/
Birth Certificate data)
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Objective 4

To increase from 8% to 63.2% the public and private hedlth plans in NC that include the clinical practice
guidelines for treating tobacco use and dependence as a covered benefit in their most basic benefits package.
(Data Source: 1 out of 14 HMO's currently meet this criteria; North Carolina Prevention Partners, 2000)

Strategies
1. Promote and provide access to effective cessation services for al adults and youth who want to quit by
developing a multi-level NC Quitting Infrastructure.

2. Develop state-level position with oversight authority/accountability for cessation services and programs.

3. Continue to support voluntary insurance reform initiative and partnerships with NC public and private
health plans to expand coverage of comprehensive smoking cessation benefits (behaviora and
pharmacological).

4. Increase level of employer and public purchasers requesting and paying for cessation benefits.

5. Develop resource for demonstrating how health facilities can implement current practice guidelines.
Increase the proportion of, and maintain updated resource directory of health care facilities (hospitals,
health departments, medical care practices) in NC that have a quitting program that follows the Clinical
Practice Guidelines for smoking cessation.

6. Develop hedlth professional training program and provide training and technical assistance to hedlth
professionals and health professional students on evidence-based guidelines.

7. Develop and promote programs for specia populations, and develop and promote tools to trest tobacco
use asavital sign. **

8. Edtablish and promote a NC culturadly and linguigtically appropriate 24 hour NC Quit-line and on-line
quitting programs. **

9. Develop and promote consumer utilization of quitting programs through NC tailored public awareness
quitting campaign.

10.Establish financia incentives for health agencies to develop quitting infrastructure through partnerships
with NC foundations and other funding resources.

11.Establish a cessation market research and evauation program that informs the devel opment of
interventions to motivate hedth plans, employers, hedth facilities, health professionas, and consumers
and evaluates effectiveness of cessation strategies and progress towards cessation goals.

Goal 4: Todiminatedisparitiesby improving the health related norms of
populationsmor eadver saly affected by tobacco use.

Objective 1
To decrease tobacco use among al NC middle school students to 12.9% from the current rates of:

African American students (19.8%), Hispanic students (20.5%) White students (16.8%), rural middle school
students (20.2%), and urban middle school students (15.9%) (Source: 1999 NC YTYS).
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Objective 2

To decrease tobacco use among all NC high school students to 26.8% from the current rates of:

Whites (42.5%), Hispanics (33.9%), African Americans (28.7%), rurd (41.2%) and urban (35.2%). (Source:
1999 NCYTYS)

Objective 3
To decrease cigarette smoking among al NC adults to 17.2%.
a Current rates for ethnic groups are:
White adults (25.2%), North Carolina African American adults (24.6%), North Carolina Hispanic

adults (22.7%) and other minorities (23.3%) [which includes Native Americans and Asians] (Source:
1999 NC BRFSS).

b) Current rates for education levels are: adults with less than a high school diploma (34%), adults with
some college education (18.8%). (Source: 1999 NC BRFSS)

©) Current rates by gender are: adult males who smoke (27.5%), female adults who smoke (22.7%).
(Source: 1999 BRFSS)

Objective 4

To decrease the proportion of al pregnant women who smoke from an average of 15.2% to 12.1% (16.8% of
white women; 11.2% of African American women and 11.4% of other minorities). Maintain the low rate of
Hispanic women who smoke during pregnancy (2.1%). (Source: 1998 Vita Statistics)

Strategies: Incorporate diverdity in all 4 goal areas

Strategies for Goal 1: Prevent initiation and promote quitting among youth
1. Increase the number of diverse youth leaders, community groups and organizations representing under-
served populations actively involved in tobacco use prevention and control. **

2. Increase the number of schools with large proportion of minority populations that adopt 100% tobacco
free policy. **

3. Train diverse youth as peer counsdlors for cessation. **

4. Develop culturdly appropriate youth leadership models and implement training such as the “UJMA”
model for African American youth. Promote African American youth leadership using the “UJMA”
model across the state. **

Strategies for Goal 2: Eliminate exposure to environmental tobacco smoke
1. Incorporate role modeling in educational strategies. Emphasize the influence of parents, educators and
adult youth leaders on youth initiation to tobacco use, especidly in ethnic communities. **

Strategies for Goal 3: Promote quitting of tobacco use among adults

1. Develop and implement culturally appropriate cessation services and training such as the “Pathways to
Freedom” for African Americans. Increase the availability of the “Pathways to Freedom” across the
state. **

Strategies for Goal 4: Eliminate disparities related to tobacco use

1. Promote tobacco prevention and control efforts through culturally appropriate paid advertising and public
relations. Increase the proportion of pro-health media coverage in culturally appropriate media. **
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2. Obtain tobacco prevalence data reflecting a more accurate representation of diverse ethnic and cultural
groups such as Native Americans, Hispanic/ Latinos and Asian Americans. **

3. Address cultural use of tobacco among Native Americans through education on the difference between
culturally relevant ceremonial use and addictive use of manufactured tobacco. Raise public awareness to
processing and manufacturing of tobacco (chemical additives) especially among Native American
communities, **

Goal 5: To coordinate data collection and programmatic efforts with existing or
ongoing studies and programs being implemented across the state. (See
Coordination)

Partner Organizations. The following partner organizations will contribute to the
implementation of strategies shown (listed as Goal, Strategy)

American Cancer Society: 1.4, 1.8, 2.1, 2.2, 24, 3.1

American Lung Association of North Carolina 1.2, 1.4, 1.8, 2.1, 2.2, 24, 25, 2.6, 3.1

Governor’s Ingtitute on Alcohol and Substance Abuse Prevention: 1.5

Historically Black Colleges and Universities (HBCU) Hedlth Promotion Alliance: 4.1.1

National African American Tobacco Prevention Network: 3.1.1

North Carolina Association of Loca Hedth Directors; 1.1, 1.3, 1.6, 1.8, 2.1, 2.2, 2.4, 2.5, 4.1.4

North Carolina Cardiovascular Hedlth Program: 2.1, 2.2, 2.4, 3.1, 3.3, 3.4, 35, 3.7

North Carolina Commission of Indian Affairs. 4.1.1, 4.4.3

North Carolina Department of Public Instruction: 1.1, 1.2, 1.6, 1.7, 2.1, 2.2, 2.4, 4.1.2

North Carolina Division of Alcohol Law Enforcement: 1.9, 1.10P*

North Carolina Divison of Menta Health, Developmenta Disabilities, and Substance Abuse Services. 1.6,
18,19 1.10P, 2.1, 2.2

North Carolina Heart Disease and Stroke Prevention Task Force: 1.6, 2.1, 2.2, 2.4

North Carolina Medica Society: 3.7

North Carolina Office of Minority Health: 4.1.1

North Carolina Prevention Partners: 1.4, 2.1, 2.2, 2.4, 1.8, 1.10, 3.1, 3.2, 3.3, 3.4, 3.5, 3.6, 3.7, 3.8, 3.9, 3.10,
311

North Carolina Tobacco Prevention and Control Branch: 1.1P, 1.2P, 1.3P, 1.4P, 1.5P, 1.6P, 1.7P, 1.8P, 1.9P,
1.10, 2.1P, 2.2P, 2.3P, 2.4P, 2.5P, 2.6P, 3.1P, 3.2P, 3.3, 3.4P, 3.5, 3.6, 3.7P, 3.8P, 3.9P, 3.10P, 3.11,
41.1P,4.1.2P, 4.1.3P, 4.1.4P, 4.2.1P, 4.3.1P, 4.4.1P, 4.4.2P, 4.4.3P

North Carolina Women's and Children’s Health Section-Children and Y outh Branch-Asthma Program: 2.5,
2.6

North Carolina Women's and Children’s Health Section-Women's Health Branch: 3.1, 3.4, 3.6, 3.7

Survivors and Victims of Tobacco Empowerment Project: 2.1, 2.2, 2.4

UNC Center for Health Promotion and Disease Prevention: 1.1, 4.1.1, 4.4.2, 4.4.3

UNC School of Medicine-Department of Family Medicine: 2.1, 2.2, 2.4

UNC School of Public Health-Department of Health Behavior and Health Education: 1.1

UNC School of Public Hedth-Office of Epidemiology: 2.5

* Pindicates Principal Agency
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For a discussion of early detection of malignant melanoma, please refer to the Early Detection-

Malignant Melanoma section.

Despite the fact that approximately 80 percent of all skin cancersare prevent-
able, skin cancer isthe most common malignancy in the United Satestoday.! In
fact, skin cancer cases make up half of all new cancersthat are diagnosed.?
There are three main types of skin cancer: basal cell and squamous cell carci-
noma, which are non-melanoma skin cancers, and malignant melanoma, the
most serious and aggressive form of skin cancer.

The American Cancer Society estimated that 1.3
million new cases of basal and squamous cell
carcinoma would be detected in the United States in
the year 2000; athough rarely lethal, 1,900 deaths are
attributed to these cancers. It was estimated that 47,700
new cases of maignant melanomawould be diagnosed,
and 7,700 deaths would be attributed to this far more
serious type of cancer.?

In North Carolina, projections for the year 2000
show an estimated 1,220 new cases of malignant
melanoma and an estimated 225 deaths from the
disease.® Theincidence of melanomain North Carolina
rose between 1990 and 1998 (Figurel).

Figure 1

Melanoma Incidence in
North Carolina, 1990-1998
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Malignant melanoma is increasing in incidence
more rapidly than any form of cancer.* Since 1930,
the incidence of melanoma has increased by 2000
percent.> Currently, itisthe sixth most common cancer
in men and the seventh most common cancer in

women.? Data from the National Cancer Institute
indicate, however, that the relative five-year surviva
ratefor malignant melanomaincreased from 81 percent
in 1976 to 87 percent in 1992.° Thisis due in part to
detection of thinner lesions, which have a better
prognosis. Despite the increase in survival, mortaity
from melanoma continues to rise due to its increasing
incidence. North Carolina ranked fifteenth in the
United States in malignant melanoma mortality for the
period 1992-1996.°

In contrast to most other common cancers, death
from melanoma tends to occur relatively early in adult
life, resulting in a disproportionately high premature
mortality and the concomitant loss of many productive
years of life among young and middle-aged people.
In the United States, the lifetime probability of
developing melanoma is now 1 in 74.°

Although melanomais clearly the most aggressive
and potentidly fatal of al the skin cancers, it accounts
for only 4 percent of skin cancers.® The remaining 96
percent of skin malignancies are primarily basa cell
or squamous cell carcinoma (non-melanoma skin
cancer) which, though rarely fata, result in substantial
treatment costs and physical and psychological
morbidity. Other, rarer forms of skin cancer include
sarcomas and lymphomeas.

Risk Factors

There are severa risk factors associated with the
development of skin cancer, including age, a family
history of skin cancer, precursor lesions, race, and
exposureto ultraviolet (UV) radiation (especidly acute
sunburn in some types of melanoma).”
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Ageisarisk factor because of the cumulative
exposure to the sun. About half of all melanomas
occur in people over the age of 50;” however, people
under the age of 20 have been diagnosed with
melanoma? Although melanoma in children is rare,
it has been reported that it appears to be increasing
in frequency.®

Risk for melanoma is greater in individuas
who have a first degree relative who has had
melanoma. Therisk of melanomacan be up to eight
times greater for people with a family history of
melanoma, compared to people without a family
history.’

Sometypes of skin conditionsmay lead to skin
cancer. For example, actinic keratoses are multiple
small scaly spots on a reddish base most common
on sun-exposed areas such as the face, lower arms
and back of the hands. Actinic keratoses do not tend
to heal spontaneously and may become skin cancers
if they are not treated.’

The risk of skin cancer is over twenty times
higher for whites than for dark-skinned African
Americans. The lower risk among dark-skinned
African Americans is due to the protective effects
of melanin, the pigment that gives skin its color.’
Although light-skinned people are more likely to get
skin cancer, dark-skinned people such as Hispanics,
Asians, and African Americans are more likely to
be diagnosed at alater stage of the disease.®

Exposure to UV radiation is an important risk
factor for skin cancer. The risk of developing
malignant melanomais linked to intermittent, intense
UV exposure causing painful or blistering sunburns
during childhood and adolescence. Exposure in the
first twenty years is a more important determinant
of melanoma incidence than exposure later in life.
One study indicated that asingle severe sunburn may
increase the risk of malignant melanoma twofold.*°
For non-melanoma skin cancer, the major risk factor
is chronic, cumulative sun exposure. One factor
potentially contributing to the problem of exposure
to UV radiation is the depletion of the atmospheric
ozone layer, which filters out some of the excessive
and harmful ultraviolet solar radiation. 41!

Besides exposure to UV radiation from
outdoor sun-tanning and leisure activities, the
problem is made worse by the use of artificial
ultraviolet sources, especidly tanning salons. Today,
tanning beds are a $2 billion dollar per year industry
in the United States, with over 25,000 tanning salons
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in operation.® Evidence suggests that frequent use
of these tanning devices is leading to increased
numbers of pre-cancerous and cancerous skin
lesions, including malignant melanoma, earlier in
life.}? To compound the problem, a study of tanning
facilities in North Carolina indicated that the
majority violated specific state and federal
requirements for safety.'® This situation continues
to exist despite regulatory efforts to correct these
violations. If operated incorrectly or if utilized by
individuals with photosensitive diseases or taking
photosensitive drugs, tanning machines may be
extremely hazardous. One study found that persons
who used tanning machines more than ten times per
year had more than eight timesthe risk of melanoma
as persons who did not.*

In summary, there are many factors that may
contribute to the development of skin cancer.
Although risk factors such as an individua’s age,
family history, and race cannot be changed, exposure
to UV radiation is an important risk factor that can
be reduced or prevented.'?

Skin Cancer Prevention

Preventive strategies to reduce UV exposure
should result in a significant decrease in the
incidence of skin cancer. These strategies include:
(1) avoiding sun exposure during the peak ultraviolet
hoursfrom 10 am. to 3 p.m.; (2) wearing protective
clothing such as wide-brimmed hats, long-sleeve
shirts, and UV protective sunglasses; (3) using shade
from trees, umbrellas, and canopies; and (4) applying
sunscreens and sunblocks with an SPF of at least 15
or higher, preferably acomplete UVB/A sunscreen.

Given that excessive ultraviolet exposure is
one of the major factors contributing to the
development of skin cancer, and sinceit isestimated
that at least 80 percent of lifetime sun exposure may
occur during childhood and adolescence® preventive
action needsto start early inlife. A rational approach
to early primary prevention should include public
education targeting young children, adolescents,
their parents, and caregivers. Such efforts should
concentrate on increasing knowledge regarding the
potential hazards of ultraviolet radiation, as well as
shaping or changing attitudes and behaviors toward
more sun-safe practices. In addition to these
educational efforts, supportive policies (e.g.,
requiring children to wear hats or sunscreen on the



playground) and environmental supports (e.g.,
providing shade on playgrounds) are aso necessary
to reduce exposure to ultraviolet radiation.

Occupationa exposure to ultraviolet radiation
is another important context for prevention efforts.
There is evidence that while melanoma and basal
carcinoma are associated more strongly with non-
occupational ultraviolet radiation exposure than with
occupational exposure, squamous cell carcinoma is
associated more strongly with total exposure, both
occupational and non-occupational.*® Outdoor
workers need to be an intervention focus.

Barriers to Prevention

At present, use of sun protection behaviors in
the United Statesis not very encouraging. Only 30-
50 percent of parents reported that they usually wore
sunscreen while 60 percent of children and 9-37
percent of adolescents usually wear sunscreen when
outdoors.1617:18 |n addition, from 1986 to 1996, the
use of tanning beds increased from 2 percent to 6
percent, and the incidence of sun-burns increased
from 30 percent to 39 percent.’® Surveys indicate
that barriers to sun protection include thinking that
sunscreen and protective clothes are too expensive
and too burdensome to use, aswell as believing that
basking in the sun is relaxing and makes a person
more attractive. 02

In the United States, there is still a strong
perception in adults, adolescents, and children that
tanned skin isattractive. In one study, 10 percent of
children ages 4-6 already perceive a tan as
attractive.?? In another study, approximately 50
percent of teenagers indicated intentionaly working
ontans.®

Surveys sponsored by the American Academy
of Dermatology demonstrated that only one third of
teens knew that excessive sun exposure causes skin
cancer, and only one third of adults (and 5 percent
of teens) knew that melanoma was a form of skin
cancer.2*24 By comparison, more than 95 percent of
the population in Austrdia ® knew about melanoma
following public health education efforts, which
suggests that knowledge in the United States can be
increased. Common misperceptions about skin
cancer in the United States include the belief that
sun exposure is not harmful if you “build up” atan,

that there is not a risk from the sun during the
winter,'® and that dark-skinned individuals cannot

get skin cancer.
Public Education

Currently, public education programs about skin
cancer exigt in many countries, including the United
States, Audtralia, Canada, and Sweden. Inthe United
States, public education programs for skin cancer
prevention have been developed by the American
Academy of Dermatology, the American Cancer
Society, and the Centers for Disease Control and
Prevention. Additionaly, at least 17 states have
developed, implemented and evaluated public
education programs for skin cancer prevention. A
review of the published skin cancer prevention
programsduring the last decade suggeststhat certain
types of programs are more successful at changing
knowledge, attitudes, and beliefs. 1dedlly, education
programs should be multi-component, community-
wide, ongoing (rather than short duration), and
matched to the age and culture of the target group.

In North Carolina, school courses on the
structure and function of the skin generaly do not
address the major health issues, namely, the effects
of ultraviolet exposure. Although several small pilot
programs have been implemented in North Carolina,
a this time there are no formal, comprehensive
programs being undertaken to teach young people
about sun protection and skin cancer. According to
a study in North Carolina, many teachers indicated
multiple problems with skin cancer education
programs, including administrative and time
constraints for the teacher.?®In addition, there are
multiple barriers to implementing policy and
environmental changes that are needed to support
these educationa programs.

In terms of secondary prevention, the North
Carolina Dermatologic Association and the
American Academy of Dermatology support and
promote free skin cancer screening clinics acrossthe
state. These programs provide public education,
screening, and early detection of skin cancers by
targeting adults, not children, who are at risk.
Guidelines for the early detection of melanoma
promote the “ABCD” approach to pigmented lesion
assessment.2” This assessment tool recommendsthat
people regularly examine moles or pigmented spots
on their skin and consult a physician if any show
Asymmetry, Border irregularity, Color variation
from one area to another, or Diameter larger than 6

75



mm. Resultsfrom astudy in Connecticut suggest that
people who perform skin sdf-examination are more
likely to detect melanoma in an earlier, more curable
stage of the disease.®

Summary

In order to decrease the incidence of, and
mortality from, skin cancer (especially malignant
melanoma), primary prevention efforts need to be
focused on the highest-risk groups: children and
adolescents. Educational programs to change
knowledge, attitudes, and behaviors must be supported
by policy and environmental changesthat promote sun
protection behaviors. At the same time, secondary
prevention efforts should continue to encourage and
support skin examination for the early detection of
melanoma and other skin cancers.

The Prevention Subcommittee strongly supports
multi-level interventions designed to reduce ultraviolet
radiation exposure in North Carolina. The
Subcommittee has selected the following objectives
and gtrategies to accomplish that aim.
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Ultraviolet Radiation Protection Goals, Objectives, and Strategies

Goal 1: To decrease ultraviolet radiation exposure by 2006.

Targets by 2006:

1. To decrease from 21% to 15% or less the proportion of North Carolinians who report trying to get a
suntan in the last 12 months (Data Source: Behavioral Risk Factor Surveillance System, 1999).

2. Toincrease from 48% to at least 55% the proportion of North Carolinians who report always or nearly
always using sunscreen or protective clothing (Data Source: Behaviora Risk Factor Surveillance
System, 1999).

3. Toincrease to at least 10% above basdline the proportion of North Carolinians who report using shade
as aform of sun protection. [See Objective 5, Strategy 1]
(Data Source: North Carolina Cancer Survey, baseline and specific target to be established in 2001).

4. To increase from 71% to at least 85% the proportion of North Carolinians with children under 13 who
report always or nearly always using sunscreen or protective clothing with their children (Data Source:
Behaviora Risk Factor Surveillance System, 1999).

5. Toincrease to a least 10% above basdine the proportion of North Carolinians with children under 13
who report using shade as aform of sun protection for their children. [See Objective 5, Strategy 1]
(Data Source: North Carolina Cancer Survey, baseline and specific target to be established in 2001).

6. To decrease from 24% to 19% or less the proportion of North Carolinians who report having a sunburn
in the last 12 months (Data Source: Behaviora Risk Factor Surveillance System, 1999).

7. To decrease the proportion of North Carolinians under 18 who report having a sunburn in the last 12
months. (Data Source NC Cancer Survey, baseline and specific target to be established in 2001).

8. To decrease the proportion of North Carolinians who report using tanning beds in the last 12 months.
(Data Source NC Cancer Survey, baseline and specific target to be established in 2001).

Objective 1
To increase to at least 15% above basdline the knowledge in the genera population about the hazards of UV
light and about early detection of skin cancer.

Strategies

1

2.

Identify, or develop, and disseminate targeted educational messages about the hazards of UV exposure.

Identify, or develop, and disseminate targeted educational messages about the early detection of skin
cancer at such events as skin cancer screenings and other prevention programs.

Identify, or develop, and disseminate patient educational messages for use in medical settings.
Identify and implement continuing medica education programs for primary care providers and ancillary

health personnel on skin cancer prevention techniques for patients.
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Objective 2
To increase the adoption of sun-protective behaviors and reduce the number of sunburns among person under

age 18 by:
+¢ increasing the use of shade for extended (1/2 hour or more) exposure periods among persons under 18,

+¢ increasing the use of sunscreens or sunblocks (with a sun protection factor of 15 or higher) for extended
(1/2 hour or more) exposure periods among persons under 18,

% increasing the use of photoprotective clothing (including UV -protective sunglasses) for extended (1/2
hour or more) exposure periods among persons under 18,

++ reducing the unprotected sun exposure from 10 am. to 4 p.m. (standard time) among persons under 18
% increasing the number of environmental supports that provide shade areas for persons under 18, and

¢ increasing the number of school and recreational policies that support sun protective behaviors for
persons under 18.

Strategies
1. Identify, or develop, and disseminate targeted educational messages about sun-protective behaviors
targeted to youth under age 13 and to parents and caregivers of children under age 13.

2. ldentify, or develop, and disseminate targeted educational messages about sun-protective behaviors
targeted to youth ages 13 to 18.

3. Identify and implement education programs about skin cancer and UV exposure for children under age 13
targeted for such settings as schools, camps, child care facilities, and scouts.

4. Identify and implement education programs about skin cancer and UV exposure for youth ages 13 to 18
targeted for such settings as schools, camps, and pools.

5. Encourage organizations, businesses, and schools to plant trees and/or erect shade structuresin
playgrounds and other areas frequented by children under age 13 through educational messages, programs,
and other initiatives.

6. Encourage organizations, businesses, and schools to plant trees and/or erect shade structures in outdoor
recreationa and socia areas frequented by youth ages 13 to 18 through educational messages, programs,
and other initiatives.

7. Encourage child care facilities and schools to set policies that promote sun protective behaviors such as
sunscreen use, protective clothing, and reducing prolonged unprotected outdoor exposure during the hours
when UV radiation is highest (between 10:00 am. and 4:00 p.m. standard time) for children under 13
through educationa messages, programs, and other initiatives.

8. Encourage schools and athletic leagues to set policies that promote sun protective behaviors such as
sunscreen use, protective clothing, and reducing prolonged unprotected outdoor exposure during the hours
when UV radiation is highest (between 10:00 am. and 4:00 p.m. standard time) for youth ages 13 to 18
through educational messages, programs, and other initiatives.
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Objective 3

To increase the adoption of sun-protective behaviors and reduce the number of sunburns among outdoor
workers by:

¢ increasing the use of shade for extended (1/2 hour or more) exposure periods,

+¢+ increasing the use of sunscreens or sunblocks (with a sun protection factor of 15 or higher) for extended
(/2 hour or more) exposure periods,

¢ increasing the use of photoprotective clothing (including UV-protective sunglasses) for extended (1/2
hour or more) exposure periods,

++ reducing the unprotected sun exposure from 10 am. to 4 p.m. (standard time)
+¢ increasing the number of environmental supports that provide shade areas

+ increasing the number of business policies that support sun protective behaviors.

Strategies
1. Develop and disseminate targeted educational messages about sun-protective behaviors for outdoor
workers.

2. ldentify and implement education programs about skin cancer and UV exposure targeted for outdoor
workers, such as parks and recreation, highway, and agricultural workers.

3. Encourage organizations and businesses to implement environmental supports such as erecting shade
structures in areas where outdoor workers labor, when these are safe and feasible, through educational
messages, programs, and other initiatives.

4. Encourage organizations and businesses to set policies on sun protective behaviors through educational
messages, programs, and other initiatives.

Objective 4
To decrease skin damage from tanning machines and other forms of recreationa tanning.

Strategies
1. Develop and disseminate targeted educational messages to youths and to parents and caregivers regarding
the dangers of tanning machines in order to impact attitudes and norms about tans.

2. Assure that tanning machines in North Carolina meet existing regulations and safety standards.

3. Strengthen warning, consumer information, and educational messages about tanning machines through
policy changes.

4. Encourage organizations and businesses to implement environmental supports such as erecting shade
structures in areas where peopl e recreationally tan through educational messages, programs, and other
initiatives.

5. Develop and disseminate targeted educational messages to youths and to parents and caregivers regarding
the dangers of recreationa tanning in order to recraft attitudes and norms about tans.
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Objective 5
To collect needed data to assess a baseline for objectives and to evaluate effectiveness of interventions.

Strategies
1. Revise BRFSS and North Carolina Cancer Survey questions related to skin cancer prevention.

Goal 2: To coordinate data collection and programmatic efforts with existing or
ongoing studies and programs being implemented across the state. (See Coordination)

Partner Organizations The following partner organizations will contribute to the
implementation of strategies shown (listed as Objective, Strategy). All strategies are Goal 1.

American Cancer Society: 3.1P*, 3.3P, 4.3P, 4.5P

Blue Ridge Cancer Codlition: 1.2, 4.1, 45

Center for Corporate Health: 2.1, 2.2, 2.3P, 24P, 2.5, 2.6, 3.1, 3.2, 3.3, 4.1, 44,45

Eastern Carolina Cancer Codlition: 1.2, 4.5

North Carolina Academy of Family Physicians: 1.1P, 1.3P, 1.4P, 2.1, 2.2, 4.1, 43P, 45

North Carolina Advisory Committee on Cancer Coordination and Control-Prevention Subcommittee: 2.5, 2.6,
27,51

North Carolina Cancer Control Program: 1.2P, 2.7P, 2.8P, 3.1P, 4.1, 4.4P, 5.1P

North Carolina Cooperative Extension Service: 1.2, 3.1, 3.2

North Carolina Council for Women: 1.1, 1.2, 1.3

North Carolina Day Care Association: 2.1, 2.3, 2.7

North Carolina Department of Public Instruction: 1.2, 2.1P, 2.2, 2.5P, 2.6P, 2.8, 4.1, 4.5

North Carolina Department of Transportation: 3.4

North Carolina Department of Environment and Natural Resources-Division of Parks and Recreation: 1.1,
31,32 45

North Carolina Divison of Child Development-Workforce Section: 1.1, 1.2, 2.3, 4.1, 45

North Carolina Division of Forest Resources. 2.5

North Carolina Division of Radiation Protection: 2.2, 2.7, 3.1, 4.1, 4.2P, 5.1

North Carolina Farmworkers Health Alliance: 1.2, 3.1P

North Carolina Heath Promotion and Disease Prevention Section: 1.1, 2.3, 2.4, 2.7P, 4.1, 45

North Carolina High School Athletic Association: 2.8

North Carolina Loca Hedth Services Section: 2.3, 2.4

North Carolina Office of Hedthy Carolinians: 1.1, 3.1, 3.2, 3.3, 44, 45

North Carolina Office of Healthy Carolinians: 2.3P, 2.4P, 3.3P, 4.3P

North Carolina Office of Public Health Nursing: 1.4P

North Carolina Pediatric Society: 1.4, 2.1

North Carolina Prevention Partners; 2.1

North Carolina Recreation and Parks Society, Inc.: 1.1, 3.1, 3.2, 3.3, 4.1, 45

North Carolina State University-Natural Learning Initiative: 2.5, 2.6

North Carolina State University-Recreation Resources Service: 1.1, 3.1, 3.2, 3.3, 4.1, 45

North Carolina Women's and Children’s Hedlth Section-Children and Y outh Branch: 2.1P, 2.3, 2.4

UNC School of Public Hedlth: 1.4

YMCA: 23,24

* Pindicates Principal Agency
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According to the U.S. Surgeon General’s 1996 Report on Physical Activity and
Health, physical activity can substantially reduce therisk of developing or dying
from colon cancer and other major health problems such as heart disease, high

blood pressure, and diabetes.

The epidemiologica evidence of an association
between physical activity levelsand cancer varieswith
the tumor Site. Engaging in regular, sustained levels
of physical activity as an adult could
possibly reduce the risk of cancer of the
colon by as much as 50 percent. 2345 A

There has been

Epidemiological Evidence

Following isabrief summary of the epidemiologic
evidence on the role of physical activity
in reducing the risk of cancers of the
colon, breast, and prostate. Studies on

similar inverse relationship appears likely ~an a]ar_ming other tumor sites, including the lung,
with breast cancer® and possibly with increase in the testes, ovary, and endometrium,
prostate cancer.® That is, as activity levels number of although promising, are scant and

increase there is a concomitant decrease in
therisk of cancer. For other tumor sites, the
evidence is less convincing or incomplete.

Another key issue is related to the
energy balance between caoric intake and
expenditure in maintaining body weight.
There is convincing evidence that obesity/
high body mass, itself caused by a combination of
energy-dense diets, excess caoric intake, and lack of
sufficient physical activity, increases the risk of
endometria cancer. Obesity probably increasestherisk
of postmenopausal breast cancer and possibly increases
the risk of colon cancer.’

One of the most serious consequences of
overweight in children is that it tends to persist into
adulthood when it is associated with many adverse
health outcomes, including heart disease, hypertension,
diabetes, gallbladder disease, osteoarthritis, and some
cancers.®

The biologica mechanism for a protective effect
of physicd activity on cancer risk varieswith the tumor
site. Proposed mechanisms that are common to many
cancer sites include: maintenance of optima weight;
prevention of weight gain or reduction of abdominal
fat mass, promotion of optima levels of metabolic
hormones and growth factors; dteration of endogenous
sex hormones levels; and enhanced immunologic
response. 9,10,11

overweight and
obese individuals
during the last
decade.

inconsistent; more research on these
cancers is clearly needed.®* Further,
there is little or no data on the issue
among African Americans, who have
higher cancer mortality rates but lower
levels of recreational activity than
whites.

Colon Cancer

One study has estimated 20 percent of colon
cancer can be attributed to lack of physical activity.®
The epidemiological evidence for a reduced risk of
colon cancer in relation to recreational or occupational
activity levelsis convincing. 2341113 Numerous studies
have been published showing a 20 to 70 percent
decrease in risk among the most physicaly active men
and women. The studiesthat evaluated a possibletrend
in risk observed an inverse dose-response relationship
—as activity levelsincreased there was an associated
decreaseintherisk of colon cancer. Given the strength
and consistency of this association along with data
indicating that it does not appear to be attributable to
other factorsrelated to ahedlthy lifestyle, the evidence
is compelling that physical activity independently
protects against colon cancer.24%3|n contrast, most
research has found physical activity to be unrelated to
risk for rectal cancer.>1416

In addition to the suggested biologicd pathways
common to al cancers, some investigators have
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suggested that increased physical activity levels may
specifically decrease colon cancer risk by decreasing
stool transit time and thereby reducing the time the
colon is exposed to carcinogens in the stool. More
scientific evidence is needed, however on the specific
biological mechanisms underlying the association
between physical activity and reduced colon cancer
risk. Intervention studies that evaluate whether the
introduction of moderate physical activity levels
among sedentary adult populations will decrease the
incidence of colon cancer have not been published.3#

Breast Cancer

Breast cancer ratesdiffer greatly around theworld.
Epidemiological data indicate that these differences
are most likely due to multiple factors including diet,
physical activity, obesity, alcohol intake, and
reproductive patterns.t” Greater childhood weight gain
lowersthe age at menstruation, whichin turnincreases
the years of ovulation and possibly the risk of breast
cancer.'® The epidemiological evidence on the
association between recreational and occupational
physical activity levels and breast cancer risk is
supportive of a probable protective relationship.®’
However, the results of these studies are not as
conclusive asthose examining the rel ationship between
physica activity and colon cancer.41° Of the 36 studies
published, 25 reported an inverse association between
increased physical activity and therisk of both pre and
post menopausal breast cancer, with risk reductions
ranging from210 to 70 percent and an average reduction
of 40 to 50 percent. The level of activity needed to
reduce risk is still unclear. Some studies have
suggested that moderate activity is sufficient. A few
studiesthat examined a possible trend in risk reported
that increasing levels of physical activity actualy
increase one's risk for breast cancer. Mixed results
have been found with regard to whether activity is
protective when undertaken during teen-age years
versus as an adullt.

The proposed underlying biological mechanisms
for a protective effect of physical activity on breast
cancer development are compelling.®° Possible
pathwaysinclude: balancing caloric intake with energy
expenditure, decreasing exposure to female hormones
by promoting anovulation, preventing weight gain or
abdomina obesity during adulthood, and improving
immune function.
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Prostate Cancer

Prostate cancer is the second leading cause of
cancer desath in men and the most frequently diagnosed
cancer among men in the U.S. *° The epidemiologica
evidence suggests a possible relationship between
physica activity and prostate cancer. The results of
published studies are much more uncertain than studies
conducted of breast and colon cancer.34% Of the 23
published studies, only 13 showed a decrease in risk
with an average reduction of 10 to 30 percent. Among
the studies that examined the trend in risk, about one-
half observed alower risk of prostate cancer at higher
levels of physical activity. Because the natural history
of prostate carcinogenesis is poorly understood,
biologica mechanisms for a relationship with physica
activity are not clear. 34 No intervention studies have
been published on physicd activity and prostate cancer.

Risk Factor Prevalence

Physical Activity Levels in North Carolina

Physical activity holds promise as one of the few
interventionsthat can be undertaken by adultsto reduce
their risk of cancer. In addition, regular physical
activity can help reduce risks for cardiovascular
diseases which with cancers are the leading causes of
deathin North Carolinaand nationally. However, since
the early 1980's, the level of physical activity hasbeen
decreasing nationally. By 1992, 28 percent of
American adults age 18 years and older reported that
they did not engage in any leisure-time physical
activity. In North Carolina, data from the Behavioral
Risk Factor Surveillance System (BRFSS) show that
participation in physical activity is below the nationa
average, with only 18.5 percent of adults reporting in
1998 that they participated in 30 minutes of physical
activity at least five times per week. This means that
81.5 percent of adults were not achieving the
recommended leve of activity; data of the same year
for older adults show that 84 percent of North
Carolinians age 65 or older were not achieving the
recommended level of activity.

Nationally, self-reported participation in vigor-
ous physical activity among youth has decreased
dightly from 66 percent in 1991 to 64 percentin 1997.2
The same year in North Carolina, only 55 percent of
students reported participating in vigorous physical



activity.?*Consistent findings over time suggest that
girls are less active than boys, teenagers are less ac-
tive than younger children, and African American girls
arethe least active of all.

Prevalence of Overweight and Obesity

There has been an alarming increasein the number
of overweight and obese individuals during the last
decade. Body Mass Index (BMI) describes body
weight relative to height. It is equal to weight in
kilograms divided by height in meters squared.
Overweight isdefined asBMI of 25 to 29.9 and obesity
asaBMI of 30 and above. A BMI of 30in most cases
means an individud is about 30 pounds overweight.
The Third National Health and Nutrition Examination
Survey showed that the number of overweight
Americansincreased from 25 percent (1976-80) to 33
percent (1988-94) of adults.

According to the 1999 Behavioral Risk Factor
Surveillance Study (BRFSS), 36.4 percent of North
Carolinaadults are overweight; 21.5 % are obese. Dr.
Jeffery Koplan, Director of the Centers for Disease
Control and Prevention, states that the continuing
epidemic of obesity isacritica public hedth problem.
Obesity rose 6 percent nationaly between 1998 and
1999 with the largest increase found among whites,
who had a 7 percent increase.?> Data from the North
Carolina Hedlth Services Information System show
that in 1999, using the newly revised children growth
chart cut points for BMI, 12.3 percent of 2 through 4
year olds, 17.8 percent of 5 through 11 year olds and
22.5 percent of 12 through 18 year olds haveaBMI at
or above the 95" percentile for gender and age.®® In
al age groups, North Carolinahas ahigher prevalence
of overweight than the national average.

Summary

A growing body of research indicatesthat physical
activity is one of the few interventions that can help
prevent cancer, particularly cancer of the colon, breast
and possibly prostate. These tumor sites are among
the most frequently diagnosed cancers in the US and
in North Carolina. Nationdly, it appears that there is
an epidemic of inactivity with up to 60 percent of adults
getting little or no physica activity. The prevalence
of obesity is rising at an aarming rate. In North
Carolina, participation in physica activity is below
the national average. Lifestyle behaviors such as

physica activity patterns are complex and behavior
change interventions are challenging. In Promoting
Health: Intervention Strategies from Social and
Behavioral Research, the Institute of Medicine
recommends use of a socia ecologica model, which
would provide the necessary framework for
intervening at multiple levels (individual,
interpersonal, institutional, community, and policy)
and with multiple approaches (e.g., education, socia
support, incentives, laws, policies).?® An increased
intervention focus on environmental and ingtitutional
barriers should be considered. Research that evaluates
the impact of increased physical activity on the risk of
these tumorsis needed, as are studies that identify the
strategies that will be most effective in promoting
regular physica activity.

The Prevention Subcommittee strongly supports
multi-level interventions designed to increase phys-
cal activity and reduce cancer incidencein North Caro-
lina. The Subcommittee has selected the following
objectives and strategies to accomplish that aim.
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Physical Activity Goals, Objectives, and Strategies

Goal 1:
To increase participation by North Carolinians in regular physical activity and thereby
reduce the human and economic burden of diseases related to inactive lifestyles.

Targets by 2006:

1. Increase the proportion of North Carolina adults 18 and older who report participating in any leisure
time physical activity to more than 85%. (Data Source: Behaviora Risk Factor Survey, 1998.
Basdine, 1998: 72.3%)

2. Increase the proportion of North Carolina adults 65 and older who report participating in any leisure
time physical activity to more than 71%. (Data Source: Behavioral Risk Factor Survey, 1998.
Basdline, 1998: 61.1%).

3. Increase the proportion of North Carolina youth grades 9-12 who report participating in either
moderate (30 minutes, 5 times per week) or vigorous (20 minutes, 3 times per week) physical activity.
(Data Source: Youth Risk Behavior Survey beginning 2001. Baseline will be set with YRBS 2001
data when they become available).

Note: During the next five years, efforts to improve rates of physical activity among African Americans
and among lower income groups will receive priority attention, since rates among these groups currently
are lower than those for other populations.

Thefollowing objectivesar e supported by the published Plan to I ncrease Physical Activity in North Caro-
lina 1999-2003. (Copy Available Upon Request from the North CarolinaHealth Promotion and Disease
Prevention Section-Physical Activity and Nutrition Unit)

On thefollowing pages,
** indicatesobjectivesand strategiesthat arefocused on racial, ethnic, socioeconomic,
educational, or age-related disparities.

Objective 1

To increase the number of NC adults who are aware of and practice the Surgeon Genera’ s recommendations
on physical activity (an accumulation of 30 minutes per day of moderate physica activity on most days of the
week to produce hedlth benefits).

Strategies
1. Develop skills for conducting groundwork activities such as partnership and codition building,
assessment, community planning, etc. for the delivery of environmenta and policy interventions.

2. Develop media and socia marketing campaigns addressing diverse populations and groups as well as
media advocacy interventions to support policy level change. **
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3. Conduct policy andysis and develop or modify public, private and organizationa policies to support
physica activity.

Objective 2
To increase the number of worksites that provide opportunities for physica activity and policies that promote
physica activity.

Strategies
1. Identify, or develop, and promote or develop worksite intervention models proven to be effective with
respect to increasing physica activity opportunities.

2. Conduct worksite policy andlysis and assst worksites in developing or modifying policies that support
physical activity opportunities.

Objective 3
To increase the number of loca communities that provide physica activity opportunities and adopt policies

that promote physica activity.

Strategies
1. Develop skills for conducting groundwork activities such as partnership and codition building,
assessment, community planing, etc. for the delivery of environmental and policy interventions.

2. Develop media and socia marketing campaigns for addressng communities and media advocacy
interventions to support policy level change.

3. Conduct loca palicy analysis and develop or modify public, private and organizationa policies to support
physical activity.

Objective 4
To increase the number of schools that provide physicd activity opportunities and adopt policies that pro-
mote physicd activity.

Strategies
1. Develop regular communications to students, faculty and staff about the need for physical activity,
opportunities for physica activity, and the recommended levels of physicd activity.

2. Work collaboratively with the Department of Public Ingtruction to conduct a policy analysis examining
physicd activity opportunities for youth.

3. Egablish quality physical education curriculums and policies that provide physical activity opportunities
for students and establish lifelong physical activity routines.

4. Post signage about on-site physica activity opportunities (e.g. using stairs, joining clubs, waking to
school).
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Objective 5
In collaboration with faith communities, to increase opportunities for physica activity within those commu-
nities.

Strategies

1. Develop ills for conducting groundwork activities such as developing linkages with faith communities,
conducting participatory planning, assessment of needs and assets, and partnering to develop and evauate
programs.

Objective 6
To diminate disparities in reported physica activity by improving hedlth related factors and norms of popu-
lations more adversely affected by inadequate physica activity. **

Strategies

1. Actively engage underserved and vulnerable ethnic and cultural groups in the development and
implementation of operationd strategies aimed at understanding and reducing disparities among ethnic
groups and across educational and socioeconomic differences. **

2. Develop and implement effective, culturally appropriate interventions in addressing each of the stated
objectives areas. **

Goal 2: To coordinate data collection and programmatic efforts with existing or ongo-
ing studies and programs being implemented across the state (See Coordination)

Partner Organizations The following partner organizations will contribute to the imple-
mentation of strategies shown (listed as Objective, Strategy). All strategies are Goal 1.

Alice Aycock Poe Center for Health Education: 1.2, 1.3

American Cancer Society: 6.1, 6.2

Center for Corporate Hedlth: 2.1, 2.2

North Carolina Advisory Committee on Cancer Coordination and Control-Prevention Subcommittee: 3.2P*,
3.3P, 5.1, 5.2P, 5.3P

North Carolina Cardiovascular Hedlth Program: 1.3, 2.1, 2.2, 3.1, 4.2, 6.1, 6.2

North Carolina Cooperative Extension Service: 1.1, 1.2, 1.3, 3.2, 3.3

North Carolina Department of Public Instruction: 1.1, 1.2, 1.3, 3.2, 3.3, 4.1P, 4.2, 43P, 4.4

North Carolina Health Promotion and Disease Prevention Section-Injury and Violence Prevention Unit

North Carolina Health Promotion and Disease Prevention Section-Physical Activity and Nutrition Unit/
Governor’s Council on Physical Fitness and Hedlth: 1.1P, 1.2P, 1.3P, 2.1P, 2.2P, 3.1P, 3.2P, 3.3P, 4.2P,
4.4P, 5.1P, 6.1P, 6.2P

North Carolina Nutrition Network: 1.1, 1.2, 1.3, 3.2, 3.3

North Carolina Office of Minority Hedlth: 1.1P, 1.2P, 1.3P, 3.2P, 3.3P, 6.1, 6.2

North Carolina Prevention Partners: 1.1, 1.2, 1.3, 2.1, 2.2, 3.2, 3.3

UNC Center for Health Promotion and Disease Prevention: 2.1

UNC Department of Exercise and Sport Science: 4.1, 4.2, 4.3, 4.4

UNC School of Public Hedlth: 2.1, 2.2

UNC School of Public Health-Department of Health Behavior and Health Education: 3.1

* Pindicates Principal Agency
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Chemoprevention

Chemoprevention has been defined as the use of pharmacologic or natural
agentsthat inhibit the devel opment of invasive cancer either by blocking the
DNA damage that initiates carcinogenesis or by arresting or reversing the
progression of premalignant cellsin which such damage has already occurred.?

Pharmacologic chemopreventive approaches
have possible uses for individuals who have tested
positive for a genetic predisposition to cancer.
However, as discussed below, there are risks that
accompany use of these agents, and their efficacy is
undergoing continued study. For individuals
considered to be at normal risk for cancer, diets rich
in fruits and vegetables and low in red meat
consumption have shown promise as preventive
approaches.? For a full discussion of dietary
chemoprevention, please refer to thePrevention-Diet
section.

Pharmacologic Chemoprevention

Chemopreventive agents that have been shown
to be effective in reducing cancer incidence include
tamoxifen (for breast cancer), 13-cis-retinoic acid (for
head and neck cancer), retinyl palmitate (for lung
cancer), and an acyclic retinoid (for liver cancer).!
Aspirin and other non-steroidal anti-inflammatory
agents have been shown to reduce risk for colorectal
cancer. Until recently, these agents had shown the
greatest effectiveness in people at high risk for
devel oping second primary tumorsfollowing treatment
of an initia tumor (secondary prevention), while their
effectiveness for primary prevention remained to be
demonstrated.! However, data from the National
Surgica Adjuvant Breast and Bowel Project (NSABP)
Tamoxifen Prevention Trial (Fisher, Constantino,
Wickerham, et al., 1998) showed that tamoxifen
reduced the risk of invasive and noninvasive breast
cancer by amost 50 percent among subjectsin thetrid,
who wereall at increased risk for breast cancer.® Two
other trials, conducted in Italy (Veronesi,
Maisonneuve, Costa, et a., 1998) and the United
Kingdom (Powles, Edles, Ashley, et d., 1998), did not
find that tamoxifen reduced incidence of breast cancer.®

The potential risks and drawbacks of these

measures have been noted, such as an increased risk
for endometrial cancer associated with tamoxifen.
Other side effects of tamoxifen can include estrogen
deficiency and, more rarely, vascular events.® Newer
agents, such as raoxifene, do not pose an increased
risk for endometria cancer, but evidence of aprotective
benefit is more limited in the case of raloxifene than it
is for tamoxifen, and it can cause some of the side
effectsthat are associated with tamoxifenuse.® A large
clinicd trid (Study of Tamoxifen and Raoxifene) is
underway to ascertain whether raloxifeneis effective
in reducing breast cancer risk.® A benefit of both
tamoxifen and raloxifene is decreased risk of
osteoporotic fractures.

Thereis evidence from both anima models and
human trias that aspirin and other non-steroidal anti-
inflammatory drugs (NSAIDSs) may protect against
development of colorectal cancer. Of note is a 1991
study that prospectively investigated the effect of
aspirin intake on colon cancer mortality rates.® After
adjusting for dietary factors, obesity, physical activity,
and family history, regular aspirin use a low doses
was found to reduce the risk of fatal colon cancer.SA
1994 case-control study found that therisk of colorectal
cancer was negatively related to aspirin use.® The
possibility of gastrointestinal and rena side effects of
NSAID use, especidly in the elderly, was noted. It
has been postulated that the mediating mechanism for
the effect of NSAIDs on colon carcinogenesis is
inhibition of prostaglandin synthesis.” Supporting this
hypothesis, a 1998 study found that a specific
prostaglandin inhibitor, celecoxib, inhibited both
incidence and multiplicity of colon tumors® There is
evidence that a threshold level of aspirin intake exists
in order for prostaglandins to be inhibited,® pointing
to the need for further study of what the recommended
dose should be.
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Summary

There are considerable restraints in proposing
tamoxifen or raloxifene as cancer prevention agents
from a public hedth viewpoint. Currently, the avail-
able evidence argues for advocating the use of these
agents by physicians on an individual patient bass,
primarily for women at substantial risk for breast can-
cer (projected risk of breast cancer equal to or greater
than 1.66 over afive year period) rather than in nor-
mal-risk women. It is premature to recommend
raloxifene for decreasing the risk of developing breast
cancer outsde a clinical tria setting. These recom-
mendations are consistent with the American Society
of Clinical Oncology’s technology assessment on
tamoxifen and raloxifene as breast cancer risk reduc-
tion strategies.®

Since significant side effects are associated with
both tamoxifen and raoxifene, close medica super-
vision isrequired. It should be further noted that there
is insufficient evidence to determine whether
tamoxifen provides overal health benefit or increases
breast cancer survival. It should be discussed as part
of an informed decision-making process with careful
considerations of risk, benefits and aternatives. De-
finitive public health recommendations for pharma-
cologic chemoprevention of both breast and colorectal
cancer should be deferred pending the results of Phase
3 clinicd trids.

The Prevention Subcommittee plans to monitor
research developments in this important area as well
asto gain an understanding of the perspective of North
Carolinians regarding cancer chemoprevention. The
Subcommitteewill devel op public health messagesand
programs as warranted by areview of the issues and
evidence. Thefollowing objectives and strategies have
been selected to accomplish those aims.
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Chemoprevention Goals, Objectives, and Strategies

Goal 1:

To critically review research findings and ethical issues related to chemoprevention of
cancer and consder their applicability for development of public health messages and
programs.

Objective 1

To conduct aworkshop that addresses for North Carolina the current status of knowledge and frequency of
use of chemopreventive approaches for cancer and explores ethical, clinical, and other issues related to
chemoprevention that need to be researched further. The workshop will be held in conjunction with topics on
genetic testing and cancer presented by the Prevention and Care Subcommittees.

Strategies
1. Gather and review the position statements of nationa and state-level organizations.

2. Survey physicians regarding: (1) the frequency with which their patients are using chemopreventive
approaches for cancer; and (2) their opinions of the advisability of chemopreventive approaches for
cancer.

3. Conduct and identify existing findings from qualitative interviews with North Carolinians who have
undergone genetic testing to ascertain whether they have used chemopreventive approaches for cancer.

4. Explore the potential for adding an item to the North Carolina Behavioral Risk Factor Surveillance System
(BRFSS) that asks about attitudes toward chemoprevention of cancer.

5. Define goals and develop a plan for conducting a workshop that addresses North Carolina' s specific needs.

6. Conduct the workshop.

7. Prepare and distribute a document summarizing the workshop.

Objective 2

Encourage participation in relevant chemoprevention studies (e.g. Study of Tamoxifen and Raoxifene

(STAR), Sdlenium and Vitamin E Cancer Prevention Trial (SELECT), Adenomatous Polyp Prevention with

Celocoxib (APC)).

Strategies

1. Identify centers within North Carolina that are participating in cancer chemoprevention studies (e.g.
SELECT, Prostate Cancer Prevention Trial (PCPT)) and disseminate this information to physicians and
organizations to dert men of these opportunities.

2. Distribute materials to SELECT clinical centers to facilitate recruitment to these studies.

3. Encourage the development and initiation of new chemoprevention studies.
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Goal 2:

To coordinate data collection and programmatic efforts with existing or ongoing studies
and programs being implemented across the state (See Coordination).

Partner Organizations The following partner organizations will contribute to the
implementation of strategies shown (listed as Objective followed by Strategy).

North Carolina Advisory Committee on Cancer Coordination and Control-Prevention

Subcommittee: 1.1P*, 1.2P, 1.3P, 1.4P, 1.5P, 1.6P, 1.7P, 2.1P, 2.2P, 2.3P

North Carolina Advisory Committee on Cancer Coordination and Control-Evaluation
Subcommittee: 1.4P

* Pindicates Principal Agency

99



100



Genetic Testing

The ability to identify genetic risk factorsfor particular cancer types has
brought increasing attention to the clinical, ethical, and legal issues
surrounding genetic testing. Evidenceto date hasidentified arolefor genetic
mutations in cancers of the breast, ovary, and colon/rectum. Data regarding
genetic mutations for other cancersisemerging.

The contribution of genetic factorsto population
risk for cancer is thought to be relatively small when
compared with behaviora and environmental factors.
For example, in the case of breast cancer, 5-10% of
cases are believed to be attributable to mutations in
theBRCA1 and BRCA2 genes. Despitethisrelatively
minor role of genetic factors in cancer risk at the
population level, for individuals who carry the relevant
genetic mutations, lifetime risk is high; lifetime risk
of breast cancer is estimated at 85% by age 70 for
those with the BRCA 1 mutation, and breast cancer risk
is smilar for those who carry the BRCA2 mutation.*
Cumulative risk of ovarian cancer for those with the
BRCA1 mutation has been estimated to be 26% by
age 70 for most mutation carriers; a small subset of
carriers have been found to be at much greater risk,
estimated at 85%." Presence of the BRCA2 mutation
confers a somewhat elevated cumulative risk for
ovarian cancer, estimated to be 10% by age 70.!

Mutations in five genes (hMSH2, hMLH1,
hMSH6, hPMS1, and hPMS2) cause hereditary
nonpolyposis colorectal cancer, a type that has early
onset and that increasesrisk for extracol onic cancers.?
Mutationsinthe APC 11307K gene are associated with
certain forms of familial colorectal cancer among
Ashkenazic Jews.?

Increasing numbers of people are opting to
undergo genetic testing to learn whether cancer-
predisposing genetic mutations are present. A positive
test for a cancer-predisposing genetic mutation brings
with it decisions concerning whether to take preventive
measures to lessen risk. The individua and his or her
physician must carefully consider the evidence
showing whether and to what extent available
preventive measures are effective in preventing cancer.
Such approaches include prophylactic mastectomy,
prophylactic oophorectomy, and long-term

administration of chemopreventive agents such as
tamoxifen or raloxifene.

I ssues Surrounding Genetic Testing

Expert task forces have pointed out the
importance of genetic counseling for individuals
considering genetic testing, including communication
about the uncertaintiesin current estimates of risk for
those found to be mutation carriers.! Thereisextensive
evidence that the mgjority of people overestimate their
persona risk for cancer and that this overestimation
strongly influences decisions about genetic testing.®
Current knowledge about the benefits and risks of
options for surveillance and risk reduction (e.g.
prophylactic mastectomy) should be discussed
thoroughly during counsdling.® Anxiety about cancer
risk should be assessed and addressed.?

Genetic testing has severa benefits for medical
practice. It has been suggested that genetic testing is
most useful when it can inform a clinical decision,
such aswhether to undergo prophylactic mastectomy.*
An example of this benefit is evident in the case of a
person with a strong family history of breast and
ovarian cancer; genetic testing can assist her in
pinpointing her levels of risk for each of these cancer
types and, based on this information, whether to
consider undergoing a surgica preventive procedure.*
Genetic testing is dso useful for identifying people
who are mogt likely to benefit from earlier and more
frequent screening; for example, the mgjority of those
who undergo screening because of a dight family
history of colorectal cancer are actualy at averagerisk
for devel oping the disease.* Testing for the MSH2 and
MLH1 mutations would identify those among this
group who are at high risk.? It should be noted,
however, that the great majority of colorectal cancer

101



cases occur among average risk individuals.

On the other hand, genetic testing for cancer-
predisposing mutations has severa drawbacks that,
according to many, are not fully understood by the
public. Of primary concern is the interpretation of a
positive or negativeresult.* In the case of breast cancer,
the vast mgjority of women with some family history
would test negative for the BRCA1 and BRCA2
mutations. However, these women could still be at
elevated familia risk due to: 1) the failure of the test
to detect the mutation (up to 30% of mutations may
be missed by testing); or 2) the presence of a
predisposing mutation in a gene that has not yet been
identified.* They also may be at elevated risk due to
environmental risk factors that affect multiple family
members.* Thus it is important to recognize the false
reassurance that can accompany genetic testing.® Such
circumstances point to the necessity of developing
sound informed consent proceduresfor genetic testing.*

Limitations of genetic testing are also
considerablefor those who test positive for amutation.
In someinstancesavariantin DNA sequence may not
indicate a predisposing mutation.* A false positive
result can have extremely detrimental consequences
for those people who opt for a procedure such as
oophorectomy and then learn this was unnecessary.®
In addition, it has been noted that even when aknown
predisposing mutation is present that can effectively
predict increased risk over a lifetime, the increased
risk islower in magnitude over the short term.* A third
cavedt isthat therisk posed by the mutation is modified
by numerous environmental and lifestyle factors as
well asby other genes, making it impossibleto quantify
the elevated risk in any given individual.* Another
limitation is the state of our knowledge about the role
of genetic mutations in informing medica decision-
making.

Findly, issues of privacy and of discrimination
in insurance and employment are significant.
Legidation varies across states, but nationa policy
bodies have issued recommendations on how genetic
testing results should be used in hedlth insurance and
employment contexts; their recommendations have
strongly influenced state legidation.* For example, the
National Ingtitutes of Health-affiliated Task Force on
Genetic Testing issued the following statement on
Discrimination: “No individua should be subjected
to unfair discrimination by a third party on the basis
of having had a genetic test or receiving an abnormal
genetic test result. Third parties include insurers,
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employers, and educationa and other institutions that
routinely inquire about the hedth of applicants for
sarvices or positions.”® The American Cancer Society
has issued privacy and anti-discrimination
recommendations consi stent with the NIH-DOE Task
Force on Genetic Testing. The American Cancer
Society recommendations also express strong support
for further studies to examine the ethica, legal, and
socid issues surrounding genetic testing and protection
of individuals.’

North Carolina is among the smal number of
dtates that protect genetic information. Under North
Carolina statutory law (G.S. 58-3-215 and G.S. 95
28), hedlth insurers and employers cannot use genetic
information when making coverage or employment
decisions. Managed care organizations have begun
implementing guidelines on genetic testing and
counseling for their physicians and members® The
degree of protection from health insurance coverage
and employment discrimination provided by the North
Caralina statutes will become evident as lega cases
are brought.

Research and Policy Statements

Severd national organizations and task forces
are actively conducting research and issuing
recommendations on genetic testing. The National
Institutes of Health-Department of Energy Working
Group on Ethical, Legal, and Socid Implications of
Human Genome Research created the Task Force on
Genetic Testing to formulate recommendations and
ensure the safety and effectiveness of genetic tests.®
The Task Force states as its overarching goal “to
recommend policies that will reduce the likelihood of
damaging effects so the benefits of testing can be fully
redized undiluted by harm.”®

The American Society of Clinica Oncology
issued aformal statement on genetic testing for cancer
susceptibility on February 20, 1996. It ates, “ASCO
firmly believes that any physician who offers genetic
testing should be aware of, and able to communicate,
the benefits and limits of current testing procedures,
and the range of prevention and treatment options
availableto patientsand their families.”® The statement
endorses ten principles to guide clinica practice in
genetic testing and counseling.



Preventive Optionsfollowing a Positive Genetic
Test

For prophylactic mastectomy, there is
considerable evidence that this procedure reduces
breast cancer incidence. In one study, bilateral
prophylactic mastectomy reduced risk by 90% among
moderate- and high-risk women.'® However, a risk
remainsfollowing thismeasure; case reports have been
cited showing breast cancer occurrence in residual
glandular epithelium.® Reduction in risk for ovarian
cancer following bilateral prophylactic oophorectomy
has been estimated at 45%.!! For a discussion of
pharmacologic chemopreventive options, please refer
to the Chemoprevention section. For a discussion of
dietary chemoprevention, please refer to the Diet
section.

Summary

Genetic testing for cancer is a continually
evolving area, with many complex implications for
personal choice and professional practice. The
predictive abilities of genetic tests for cancer and the
risks and benefits of preventive procedures following
a positive test will remain central questions. A full
understanding of the issues involved and how these
should trandateinto public hedlth practiceswill require
substantial research in the years to come. Decisions
regarding whether to undergo genetic testing for a
cancer predisposition should be made by careful and
informed consultation between the individual and
medical practitioners.

The Prevention Subcommittee plans to monitor
research developments in this important area and to
gain an understanding of the perspective of North
Caralinians regarding genetic testing for cancer. The
Subcommitteewill develop public health messagesand
programs as warranted by a review of the issues and
evidence. Thefollowing objectives and strategies have
been selected to accomplish those aims.
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Genetic Testing Goals, Objectives, and Strategies

Goal 1:

To critically review research findings and ethical issues related to cancer-specific
genetic testing and consider their applicability for development of public health
messages and programs.

Objective 1

To conduct a workshop that addresses for North Carolina the current status of cancer-specific genetic testing
and explores ethical, clinical, and other issues related to genetic testing that need to be researched further.
The workshop will be held in conjunction with topics on chemoprevention of cancer and with topics on
genetics and cancer presented by the Care Subcommittee.

Strategies
1. Gather and review the position statements of national and State-level organizations.

2. Survey physicians regarding: (1) the frequency with which their patients are undergoing cancer-specific
genetic testing; and (2) their opinions of the advisability of cancer-specific genetic testing.

3. Conduct qudlitative interviews with North Carolinians who have undergone cancer-specific genetic testing
to learn their perspective on the factors involved in their decision.

4. Coordinate with development of the State Genetics Plan.
5. Define goals and develop a plan for conducting a workshop that addresses North Carolina s specific needs.
6. Conduct the workshop.

7. Prepare and distribute a document summarizing the workshop.

Goal 2:

To coordinate data collection and programmatic efforts with existing or ongoing studies
and programs being implemented across the state. (See Coordination)

Partner Organizations The following partner organizations will contribute to the imple-
mentation of strategies shown (listed as Objective, Strategy). All strategies are Goal 1.

North Carolina Advisory Committee on Cancer Coordination and Control-Prevention Subcommittee: 1.1P*,
1.2P, 1.3P, 1.4P, 1.5P, 1.6P, 1.7P

* Pindicates Principal Agency
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Screening is the detection of disease among people who do not have symptoms.
Screening for cancer is considered effective if it meets several distinct criteria.

Fird, it must demonstrate an ability to reduce
cancer-related morbidity and mortality. Thus for a

screening test to be effective, the specific cancer must
be potentially curableif detected early and the test must
be able to detect the cancer at an early stage when it
can be treated with less intensity and at lower cost.!
Second, the effectiveness of a screening test depends
on its having high sengtivity and specificity; that is,
people who have the disease must have a high
likelihood of testing positive and people who do not
have the disease must have a high probability of testing
negative.? Third, screening tests must be affordable,
not only so that they are accessible to individuas, but
also so that the costs of screening entire populations
do not outweigh the benefits® Findly,
cancer screening cannot be effective
unless the tests are acceptable to and
used by the population at risk and unless

Screening and early
detection become

- quality assurance; and
- surveillance and evaluation of screening
activities and outcomes.

Even when ascreening test has been validated,
it is rarely utilized to its capecity rapidly and by dl
vulnerable populations. This point is demonstrated
inthetext discussing each of the cancersthat the Early
Detection Subcommittee is focusing on. Several
intervention approaches have been successful for
increasing cancer screening rates. These include
telephone and mailed reminders from providers,
multimedia educational interventions, financial
incentives, and peer counseling, which al have been
shown to increase mammography use.*
2 Provider interventions that have been
shown to enhance mammography use
include physician reminder systems,

they arerepeated at intervalsappropriate parti Cu!ar ly chart audit with feedback, and physician
to detect early cancer.’ problematic when  education.2+3
Screening and early detection* our ability to Over the past fiveyears, the Early

become particularly problematic when
our ability to diagnose a disease
outpacesour ability totreat it effectively.
Patients may cometo aclinic with some
awareness of the benefits of screening
tests, but they may know little about the
potential risks or negative consequences of screening.
Knowing that one has a disease before symptoms
appear but when treatment may not be available may
lead to emotiona distress and needless suffering.
Policymakers are wary of “creating disease in the
absence of symptoms,” while practitioners find it
difficult to explain to patients that screening is a two-
edged sword that may bring with it as many questions
asanswers.>®

An effective cancer-screening program has
many dimensions. There are six components that must
be addressed successfully for a program to have an
impact on morbidity and mortality:
- public and patient education,;
- provider referral;
- availability of services,
- accessto services,

diagnose a disease

outpaces our ability
to treat it
effectively.

Detection Subcommittee has reviewed
both data and the literature on screening
for four cancers- breast, cervical,
colorectal, and prostate; for three of them
screening tests appear to be efficacious
in reducing deaths. For cervical cancer,
the benefits of screening arewell documented.® There
isevidencethat regular screening for colorectal cancer
is associated with a decrease in mortality, and in the
past few years there is increasing agreement about
how often screening should occur.*7-2° The advantages
of mammography screening for breast cancer in
women aged 50 to 74 are also well-documented.

Screening for women in their forties and over age 70
has been controversid but is gaining more support.*>
42 For progtate cancer, solid evidence doesnot yet exist
from randomized, controlled trials that screening
results in decreased mortality.** The Subcommittee
therefore does not recommend a public health
screening initiative for prostate cancer at this time;
rather, we propose goals and objectives that address
*In this section, “screening” and “early detection”

areused interchangeably; they refer to non-symptom-

prompted testing.
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the need for public and professiona education to
promote informed decision-making about testing. The
Subcommittee has a so begun to focus on areview of
screening recommendations for other cancers,
specifically ovarian, testicular, skin, oral and
endometrial cancers. The Subcommittee does not
recommend screening for these cancers, asno evidence
exists from randomized controlled trials that screening
reduces mortality for each of these cancers. Our focus,
though, is on educating the public and provider about
risk factors, approaches for people a high risk, and
how to assess screening options.

Screening for cancer is a moving target, in that
the state of knowledge about different kinds of cancer
is continually evolving. Moreover, new tests
sometimes supplant older ones. When discussing
screening recommendations, the Subcommittee has
cited recommendations and guidelines from the
National Cancer Institute, American Cancer Society,
the U.S. Preventive Services Task Force, and other
authoritative organizations. Where these groups agree
on screening recommendations, the Subcommittee has
set target goalsfor increasing the use of screening tests
in the five years of this Plan. While 100 percent is the
ideal goal for types of screening tests that have been
proven effective, the Subcommittee has set goals that
can be attained by the year 2006; after that time, the
Plan will be evaluated and the target goals might be
adjusted. Finally, any discussion of screening refers
to the general population; persons at high risk for
certain cancer have special needs. Screening testsand
schedules for high risk persons should be determined
through discussions between physicians and patients.

Nationally, and in North Carolina, African-
Americans are more likely to develop cancer and to
die from cancer than persons of any other racia and
ethnicgroup.** In addition, while cancer incidencerates
have decreased among whites, Hispanicsand American
Indians, these rates have remained the same among
African-Americansand Asian/Pacific Idanders.** The
cancers that the Early Detection Subcommittee has
focused on, breast, cervical, colorectal, and prostate,
have similar patterns. For breast cancer, African-
American women have lower incidence rates than
whitewomen, but higher mortdlity rates. Both African-
American women and men have higher colorectal
cancer incidence and mortality rates than any other
ethnic group. African-American men have the highest
incidence and mortality rates for prostate cancer.
Although cervical cancer incidence and mortality rates
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are generdly low, African-American women have
higher incidence rates and mortdity rates than white
women. As with the rates of disease incidence and
mortality, rates of utilization of recommended
screening tests are lower among certain sub-groups of
the population (e.g. low-income persons and persons
without hedlth insurance).*>#’ Theelderly also areless
likely to receive appropriate screening tests. 64849

The rapid, amost constant evolution of
knowledge about cancer and its screening isespecialy
evident in the field of genetics. As genetic
susceptibilities are discovered and simple tests are
designed to screen for susceptibility in large
populations, questions of how to test, who to test, and
the consequences of testing—especially
discrimination- arise. In 1997, the Advisory Committee
on Cancer Coordination and Control secured passage
of statutes that prohibit discrimination in health
insurance (G.S. 58-3-215) and employment (G.S. 95
28) based on genetic information.

Issues surrounding genetic testing will continue
to face the Subcommittee and the State over the next
several years. All North Carolinians must receive
information about genetic advances, facts about how
to assess one's own genetic history (only 5 to 10
percent of cancers are hereditary), and accessto high
risk clinics, if appropriate. No testing should be
conducted without a meaningful process of informed
consent.

Over the last five years, the Early Detection
Subcommittee of the Advisory Committee on Cancer
Coordination and Control and its partners have
implemented a broad spectrum of initiativesto address
early detection of breast, cervical, colorectal, and
prostate cancer in North Carolina. Some highlights of
accomplishments in these areas include:

- partnership with the Wal-Mart Corporation to
promote breast cancer screening and awarenessto
shoppers in stores throughout the state;

- an annual Breast Cancer Awareness Month
“kickoff” held in October at the State Capitol, which
attracts media attention to breast cancer issues,

- the State Laboratory of Public Health’s adoption
of the new thin layer preparation technique
(ThinPrep) for the evaluation of Pap tests;

- revision of the manual, “Pap Smear Screening -

A Guideline for Loca Hedth Departments,”
through a cooperative venture between the North
Carolina Breast and Cervica Cancer Control
Program and the Women'’ s Health Section of the



North Carolina Division of Public Hedlth;

- completion of a survey of physicians and mid-
level practitioners to gain an understanding of
current colorectal cancer screening practicesin
North Carolina, which will inform future efforts
to increase colorectal cancer screening;

- development and implementation of a flexible
sigmoidoscopy training program for primary care
providers and mid-level practitioners;

- implementation of a statewide print media
campaign to promote awareness of colorectal
cancer; development of a brochure presenting
colorectal cancer data and screening guidelines,
and digtribution of the brochure to over 21,000
physicians, physician assistants, and family nurse
practitioners in the State;

- development of a prostate cancer screening
recommendation, issued in the summer of 2000;
and

- development of educational materials concerning
issues of prostate cancer screening and treatment,
with a particular emphasis on developing
materias for African-American men.

The Early Detection Subcommittee’s goals
and objectives for breast, cervical, and colorectal
cancerswere selected in order to reduce the burden of
morbidity and mortality for the people of North
Carolina. For this second North Carolina Cancer
Control Plan, initiativesfor five additiona cancerswill
be undertaken by the Early Detection Subcommittee:
endometrial cancer, oral cancer, ovarian cancer, skin
cancer, and testicular cancer. The goa sand objectives
for these five cancers and for prostate cancer reflect
the need for further discussion and recommendation
as knowledge about these diseases accrues. The
Subcommittee will revisit the issues surrounding
screening for prostate and other cancersin the coming
years. Effortsto aleviateracia, ethnic, socioeconomic,
and age-related disparities in screening, and in the
factors that influence screening, will remain central to
the mission of the Early Detection Subcommittee.
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Each year in North Carolina, approximately 5,700 women are diagnosed with
breast cancer and 1,300 die fromthis cancer.! Nationally, the incidence of
breast cancer hasincreased over the past twenty years. This observation isdue
In part to more women under going screening examinations, although screening
alone does not seem to explain the entireincrease.?

Statistics from the National Cancer Ingtitute’s
Surveillance, Epidemiology, & End Results Program
(SEER) based on data available from 1990-1997 are
asfollows. Per 100,000 women in the United States,
109.7 are diagnosed with breast cancer each year
(incidence rate) and 25.6 die from the disease
(mortality rate). There are differences in these rates
among women of different races. For example, per
100,000 women, breast cancer incidenceratesare 114
for Whites, 100 for African-Americans, and 69 for
Hispanics.

Despitelittle changein incidence rates nationaly
since 1990, there have been encouraging decreasesin
breast cancer mortality. However, these reductions
havea so varied by race. Eventhough Whitesaremore
likely than African-Americansto devel op breast cancer
(114 v. 100 per 100,000), African-Americans are more
likely to die from the disease (31 v. 25 Whites per
100,000). Breast cancer mortality has decreased
among all three races but the reductions have been
significant only among Whites and Hispanics. The
decrease in breast cancer death among African-
Americanshas been quite small. Thesedisparitieshave
been explained, at least in part, by differencesin breast
cancer screening (see Screening section, below).

In North Carolina, breast cancer incidence rose
between 1990 and 1998 for both White women and
African-American women (Figure 1). The rate of
increase in incidence was approximately the same in
both groups. However, as shown in Figure 2, there
has been awidening disparity in breast cancer mortality
between White women and African American women.
While the mortality rate for White women fell from
29.9 per 100,000 population in 1990 to 26.6 per
100,000 population in 1998, for African American
women during the same period mortality rose from
36.3 per 100,000 population to 38.7 per 100,000
population.

Figure 1

North Carolina Breast Cancer
Incidence, 1990-1998
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Figure 2

North Carolina Breast Cancer
Mortality, 1990-1998
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Risk Factorsfor Breast Cancer

Age isthe most important risk factor for breast
cancer. The risk of being diagnosed with invasive
breast cancer increases by more than 15-fold between
30 and 70 years of age® Over 78 percent of breast
cancer occurs in women over 50 years old; over 50
percent occursin women over 60. Two other important
risk factors are afamily history of breast cancer and a
personal history of breast cancer.*

Secondary risk factorsfor breast cancer include
delivery of afirst child after age 30, never having given
birth, history of endometrial or colon
cancer, early menarche, obesity in post-

Genetic Testing for Breast Cancer
Susceptibility

Genetic testing for breast/ovarian cancer
susceptibility is relatively new. BRCAL was
identified in 1994° and BRCA2 in 1995.1° A positive
on amutation test result indicates enhanced breast
and ovarian cancer risk — either higher risk of an
initial cancer (for unaffected women) or arecurrence
or second primary cancer (for women aready
affected by cancer). Women with BRCA1 or
BRCA2 mutations have approximately a 33-50%

risk of developing breast cancer by age
50.1%12 By age 70, amutation carrier’s

menopausa women, acohol use, and late Until breast risk of developing breast cancer is 56-
menopause. Fat consumption, oral  cancer can be g;%,ls'ls’lfd her ovari:;\]n t;]ancert:isk is
contraceptive use, hormone replacement -44%.1* However, whether or how
therapy, and cigarette smoking are other pgi\llen\fve;, :ge much a mutation carrier’s inherited risk
possible, but not proven, risk factors. y way can be lowered through surgery,

In terms of primary prevention, reduce its chemoprevention, and/or behavior
tamoxifen, a selective estrogen-receptor mortality will changes is till unclear and is being
modulator, has been shown to reduce  continue to be  investigated.®*>*® (For additional
breast cancer incidenceamongwomenat  through early discussion, please refer also to

elevated breast cancer risk® and a large
primary prevention trial is now underway
to compare the efficacy of asimilar drug
— raloxifene — with tamoxifen.® These
drugs are not without side effects;
currently, there are few evidence-based methods of
weighing risks and benefits to support women’'s
decisions regarding use of these chemopreventive
agents.

The American Saociety of Clinica Oncology
conducted a technology assessment of tamoxifen and
raloxifene and concluded that for women with a
defined five-year projected risk of breast cancer equal
to or greater than 1.66%, tamoxifen (20 mg/day for up
to five years) may be offered to reduce their risk.” The
conclusions are based on single-agent use of the drugs.
The assessment states that it is premature to
recommend raloxifene for reducing breast cancer risk
outside of a clinical trial setting.” For additional
discussion of tamoxifen and raloxifene, please refer
to t he Chemoprevention section. Another prevention
strategy used by some high risk women is prophylactic
mastectomy.® While this is a very severe method to
prevent this cancer, women who are at extremely high
levels of risk and suffer from both physical and
emotiona problems from this risk profile may choose
this option.®
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detection and
timely treatment.

Prevention-GeneticTestingand
Prevention-Chemoprevention).

Screening

Until breast cancer can be prevented, the only
way to reduce its mortality will continue to be through
early detection and timely treatment. Assuring that all
women receive appropriate screening and necessary
follow-up is a complex undertaking that requires a
multifaceted, comprehensive plan. Such an approach
involves three mgjor components: screening, follow-
up, and quality assurance. Regular mammography
screening facilitates early-stage diagnosis which, in
turn, contributesto mortality reduction. Indeed, amost
97% of women diagnosed with localized-stage breast
cancer redlize a 5-year survival, whereas those with
distant disease have only a 20% chance of surviving
fiveyears.”



Mammogr aphy

The potential for mammography to decrease
mortality through early detection has been
demonstrated through breast cancer screening studies
conducted over the last 30 years. Eight major
randomized controlled trials have been conducted for
breast cancer screening, collectively including more
than 500,000 women.?°-3! Together, thesetrials provide
strong support for mortality decreases of up to 30% in
women 50 and over who are appropriately screened.

Until recently, mammography benefits for
women ages 40 to 50 were not as clear as those for
older women. However, in 1997, the American Cancer
Society (ACS) and the National Cancer Institute (NCI)
came together with new data®? and jointly
recommended annual screening for asymptomatic
women beginning a age 40. While the joint American
Cancer Society/National Cancer Institute
recommendation did not specify screening frequency,
the officia recommendation of the American Cancer
Society issued earlier in 1997 jointly with the American
College of Radiology specified annual screening for
asymptomatic women aged 40 and older.*2 The
National Cancer Ingtitute based its position regarding
screening frequency on the guidelines of the
presidentially appointed National Cancer Advisory
Board, which concluded from its review of the
scientific evidence that a recommended screening
interval of one to two years for women in their forties
waswarranted.*

A 1997 meta-analysis of randomized controlled
trials showed a statistically significant mortality
reduction for women aged 40-49 (at entry) who
received regular screening mammography.** One
drawback of screening for women in thisage group is
the high rate of fase- positives.®? Risk for a false-
positive mammogram result decreases with increasing
age.®> Some research has shown breast density, rather
than age, to be the relevant factor in risk for false-
positives. In a 1999 study, women with extremely
dense breast tissue were amost two times more likely
to have afal se-positive mammogram than werewomen
with fatty breast tissue. This effect persisted after
controlling for age.*® Because fal se-positive results can
lead to overdiagnosis, unnecessary follow-up
procedures, and associated psychologica distress, it
isparticularly important for younger women to balance
the potential benefits of mammography against its
potential harms and costs.®

The American Cancer Society recommends
annual screening of women ages40to 75. The National
Cancer Ingtitute recommends mammaography with or
without clinical breast examination for women ages
40 to 69 and states that screening may or may not be
helpful for women ages 70 and older.!'® Despite the
support of screening by these organizations, adherence
to screening recommendations is still poor. The most
recent national data from the Behavioral Risk Factor
Surveillance System (BRFSS) show that 29% of
women ages 40 or older have not had a mammogram
inthelast two years (CDC data, 2000) and 44% report
no mammogram in the last 12 months. It isironic that,
as risk increases with age, mammography use
declines®” Groups that have been found in some
research to be less likely to receive regular screening
include older women, minorities (especialy Hispanic
women), low income women, and women with fewer
years of education. %

Cost isasignificant factor in why some women
do not receive regular screening.®® A physician
recommendation isanother mgjor factor in why women
receive mammograms, “°as is a woman’'s
understanding of the need for a mamogram.4!
In North Carolina, 1999 datafrom the Behaviora Risk
Factor Survey show that 23% of women aged 40 and
older have not had amammogram in thelast two years
and 33% of women aged 40 and older report no
manmogr aminthel ast twelvenonths. Figure 3 shows
reported utilization of mammography within the
previous twelve months. As can be seen,
mammography utilization is lower among older
women in North Carolina.

Figure 3

North Carolina Mammography Utilization
Within One Year, 1999
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As discussed earlier, late-stage diagnosis and
death from breast cancer are more likely in African-
American than Whitewomen. Differencesin stage at
diagnosis between African-American and White
women have beenrelated, at least in part, to differential
rates of mammography use.*? During the past decade,
the national gap in screening mammography use by
race has narrowed. In the early-to-mid 1990s,
mammography remained under-used among minorities
and women with lower incomes and education
levels**4 — even among those receiving physician
recommendations for mammography.*> According to
current national figures from the CDC, there is no
longer agap between proportions of African-American
and White women who have ever had at least one
mammogram.*® However, during the late 1990s in
North Carolina African-American women were still
consstently less likely than White women to report
having ever had a mammogram or to report having
had a mammogram in the last year. The differences
for this period are not datigtically significant in al
cases. 1999 data show that 82% of African-American
women aged 40 and older in North Carolina reported
having ever had amammogram, versus 88% for White
women.*” Also in 1999, 57% of African-American
women aged 40 and older in North Carolina reported
having had a mammogram within the previous yesr,
versus 65% for White women. 4’ Our chalenge now is
to facilitate the routine repeat screening that leads to
mortality reduction.

Clinical Breast Examination

The recommendations of professional
organizations differ with regard to whether clinical
breast examination (CBE) should be performed as an
adjunct to mammography. Whereasthereis consensus
about the importance of regular mammaography, either
aone or in combination with CBE, no professiona
organization recommends CBE alone. The U.S.
Preventive Services Task Force, Department of Hedlth
and Human Services reports that there is insufficient
evidence that CBE adds benefit to mammography or
that it is a satisfactory substitute for CBE.*® The
National Cancer Institute supports screening that
includes both mammography and CBE. The American
Cancer Society recommends a clinical breast
examination every three yearsfor women between the
ages of 20 and 39 and every year after that.*°

The most recent national data from the
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Behavioral Risk Factor Surveillance System show that
76% of women aged 40 and older reported that they
had had an age-appropriate clinical breast examination
(CBE).>® In North Carolina, the proportion of women
reporting that they had had an age-appropriate clinica
breast examination in 1999 wasthe same asthe nationa
figure (76%); 45% of women aged 40 and older in
North Carolina reported that they had had an annua
CBE and mammogram (within guidelines).*” Women
who are older, poorer, and less educated arelesslikely
to be screened regularly with CBE, as are African
American and Hispanic women.®! Lack of health
insurance and lack of physician recommendation have
been identified as additiona barriers to clinica breast
examination.>152

Breast Salf-Examination

Regular breast self-examination (BSE) is a
procedure that seems to be inexpensive and readily
availableto women; the American Cancer Society has
recommended it for women ages 20 and ol der.>® Other
groupsdiffer; for ingtance, the U.S. Preventive Services
Task Force does not recommend that physicians
encourage women to perform breast self-examination,
athough they also do not recommend that physicians
cease encouraging women to do so.%® For breast self-
examinations to be effective in detecting early lumps,
women need to be explicitly trained in lump detection
skills, even with such training, however, the impact
of breast self-examination is unproven.®* Somelarge-
scale studies that have been conducted have not shown
a mortality benefit. Little new research in BSE has
been recently funded. The practice of breast self-exam,
however, may help a woman be more conscious of
her breast health and therefore encourage her to utilize
regular mammography and clinical breast examination.

Public Education

Many studies have been conducted to identify
both the barriers to screening and the interventions
needed to overcome these barriers. As discussed
earlier, cost,* physician recommendation, “°and
women'’ s perceptions of the need for amammogran™®
are three important factors in receiving screening. A
survey of underserved women in six sites across the
nation found reasons for not receiving screening to be
similar to reasons stated by all women: lack of
knowledge regarding screening and who needs to be



screened, lack of recommendation by a health
prof essi onal, and no time.%® This suggests that many
interventions will work across population groups.
However, there are particular barriers that have been
found more prevalent among some cultural groups.
For example, studies of African-American women
haveidentified misconceptions about breast cancer risk
that might undermine the perceived benefits of
screening.®” Many older women underestimate their
true risk for the disease, particularly if they do not
have a family history of breast cancer or do not
understand that risk increases with age.
Barriers to receiving a clinical
breast examination are similar to those
for mammography, athough rates of such
examinations are somewhat higher than
mammography. 4’ Older, poorer, less
educated working women, and women
with less knowledge of breast cancer risk

I nterventions
should focus not
only on improving
one-time screening

and that employers be encouraged to offer
mammographic screening at the work site or provide
compensated time for screening offsite.”> In North
Caroling, severa studies have identified and tested
ways to improve mammography use among minority
and underserved populations. Interventionsusing alay
health educator approach have been implemented in
eastern North Carolinafor African-American women.™
A project using both out-reach and in-reach strategies
was found to be effective in increasing screening in
low income housing communities in Winston-Salem
and Greensboro.!*® Currently, an intervention
employing an individudized counsding
program delivered by lay health
educators is being tested among low
income women in Robeson County.

In an intervention with older,
urban, minority women, use of an
existing informal network, education

factors and screening guidelines, are all but also on sessions, and participant-planned
less likely to have a clinical breast improving repeat  follow-up activities increased
examination, as are those with little adherence. knowledge as well as percentages of

contact with health-care providers.585°

Overall, research indicates that factors

related to socioeconomic status are predictors of not
receiving screening for breast cancer. Inaccurate
beliefs about the disease also contribute to low
screening rates.

Efforts to educate women about the need for
breast cancer screening have varied in their ability to
overcome these barriers and increase screening rates.
Some successful attempts to persuade women of the
necessity of screening mammograms have used nurse
practitioners, videotapes, and in-person counseling
delivered by nurses or peers, mailings, and telephone
counsdling.®%-%¢ Some have used asocial networks"*
community or health-care systems approach "> "3rather
than focusing exclusively on individuds. Interventions
that are culturally sensitive, tailor information to
specific needs of recipients, and work through various
channels, including the overal heath-care system,
have been particularly successful.

Educational campaigns must be targeted to the
appropriate audience, whether physicians or women.
Some studies have suggested expending more effort
in targeting health education campaigns to older
women because this is the group with the greatest
potential gain from breast cancer screening.” Others
propose that health-care providers remind women of
the need for mammograms during routine office visits

participants reporting that a friend had
spoken with them about mammaography
.’® Data for older, urban women at various stages of
mammography adoption indicate that mammography
interventions for women contemplating
mammography (thinking about having a mammogram
in the next six months) should aim to reduce barriers
and fears in addition to encouraging provider
recommendation, whereas an explanation of the
necessity for screening should be theintervention focus
for women who are precontemplators (not thinking
about having a mammogram within six months).>’
Interventions should focus not only on
improving one-time screening but also on improving
repeat adherence (regular repeat screening in
accordance with the National Cancer Institute’s
screening mammography recommendations). Recent
research found that “off-schedule’” women (women
screened at least once and non-adherent with
recommended screening intervals) had greater
knowledge and were more positive about
mammography than women who had never been
screened, but their measures on these indicators were
lower than “on-schedule” women.”” The authors
conclude that brief interventions from health care
providers emphasizing the importance of repeat
screening should be ddlivered to off-schedule women.
Findings from a recent study suggest that, compared
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to usua care, tailored telephone counseling may be
superior to tailored print communications for changing
women currently off-schedule to on-schedule
mammography.®

Provider Referral and Promotion

Women report that the most important reason
they have had a mammogram was a physician’s
recommendation.” In a recent study, women who
named their physician as an important source of
information on health and prevention were more likely
to have had a recent mammogram.®® In the 1990
National Hedth Interview Survey, however, over 30
percent of women reported that their physician had
not advised them to have a screening mammogram. 8!
Physician recommendation and mammography use
have been found to declineaswomen’ sageincreases™
84 and to increase with higher income, education, and
insurance®? Surveys of physicians show that the
barriersto their recommending mammography include
itscogt, their belief that the examination is unnecessary,
and concerns about radiation exposure® A 1995
survey of physicians in North Carolina found that the
most important physician barriers are lack of time,
patient reluctance, and other hedth priorities with
patients.©

Factors such as physicians gender, specialty,
practice setting, and year of medical school graduation
influence the rate at which they refer women for
mammography. For example, studies have shown that
primary care practitioners and obstetrician/
gynecologists are more likely to perform
mammograms than other physician types.® Femde
gender and higher genera prevention knowledge to
be associated with higher mammography referral
rates.%’

[ ntervention programs need to be devel oped and/
or disseminated that target physicianswith the greatest
deficiencies in breast cancer screening performance
and knowledge, including older physicians in primary
care settings and medical speciaists.®® Older women
are those most in need of screening, and are also most
likely to have chronic disorders that require them to
be under the care of specidists. It is thus extremely
important that these specialists recommend screening
to age-appropriate patients. Recently developed
models suggest that interventions designed with adual
focus on encouraging women to request screening and
on ensuring appropriate physician recommendation
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will be more effective than interventionstargeting only
one of these vari abl es.®

As knowledge, attitude, and cost barriers fal,
organizationd barriers, chiefly found in primary care
office environments, will probably assume a dominant
role in determining how many digible women receive
mammography on a regular basis.®® Factors of the
practice environment that have been shown to correlate
positively with mammography referra rates include
lower patient volume and lower shared primary care.®
A survey of managed care organization directorsfound
that important organizationa barriers to provison of
mammography services were the inability of this
service to achieve short-term cost savings for the
managed care organization, high disenrollment rates,
and conflicting recommendations regarding the
effectiveness of mammography.® Research is
underway to test the effectiveness of interventionsthat
employ office systems to improve breast cancer
screening rates.®

Access

Cost has been identified as possibly the principal
barrier to breast cancer screening.*®InNorth Carolina,
screening mammography iscovered by state-regulated
insurance policies and is aso available to women
whose family income is a or below 200 percent of
poverty through the North CarolinaBreast and Cervical
Cancer Control Program (NC BCCCP). In some
instances, a diding fee scale may apply between 100-
200% of poverty for this federaly funded program.
Currently, approximately 3.7% of eligible women are
screened (approximately 10,000 women per year). The
current screening ratefor the NC BCCCPislower than
in previousyears dueto recent restrictionsin eigibility.
Medicare Part B coverage of breast and cervical
screening removed women 65 years of age and older
from North Carolina BCCCP digibility. The primary
target population for BCCCP is women 50-64 years
of age.

Other important access barriers include lack
of time, especialy for women who work full-time,
inconvenience of the times during which screenings
are offered, and living more than 45 minutes from a
screening site.’>% To increase screening rates,
mammography needs to be available at low or no cost
to women and mammaography clinics need to belocated
in accessible areas. Data are mixed on the utilization
of non-traditiona work hours for screening.



Worksite-based interventions that remove
common barriers to mammography (e.g. cost,
convenience, accessibility) have been successful in
improving utilization.®* Among older, inner-city
women, interventionsthat include scheduling of anext-
day, no-cost appointment have been found effective
in increasing mammography rates.”® Use of networks
of community-based nonprofit organizations to
provide outreach, education, and mammography
referral to low-income and other medically
underserved women has also been effective in
improving mammography screening. %

Follow-Up of Abnormal Screening
Results

For screening to result in areduction in breast
cancer mortality, al abnormalities must be
appropriately followed up. As screening rates
increase, the number of abnormalities will aso
increase. Delaysin diagnosing breast cancer are a
major reason for malpractice claims and result in the
most costly awards.®” There is strong medical
evidence that delays in diagnosing cancer, and thus
initiating treatment, lower the chance of survival.

The components of appropriate follow-up care
depend on the results of both the clinical breast
examination and the mammogram. Follow-up of breast
abnormalities may include a diagnostic (as opposed
to a screening) mammogram, fine needle aspiration,
core biopsy, x-ray localization, ultrasound, and surgical
removal of thelump or cyst. The diagnostic procedures
have sensitivities for detecting breast cancer that vary
from 60 to 95 percent.®”-%° Timely follow-up demands
considerable coordination among primary care
physicians, obstetrician-gynecologists, radiologists,
surgeons, public headlth nurses, sociad workers, health
educators, and physician office support staff.

For a number of reasons, follow-up for
evaluation and treatment often is not completed. In a
study of 10,434 mammograms conducted between
1995 and 1997, 44% of women with abnormal
mammograms had no further follow-up.'®° Rates of
non-compliance differ dramatically depending on the
medical setting and the socioeconomic status and
ethnicity of women. Factors associated with inadequate
follow-up include rural residenceand low income. 10102
Lack of understanding by the patient about the next
steps often contributes to incomplete follow-up, as

does inconsistent sharing of information among
providers about tests that are required. Other follow-
up issues include accessibility to professonas who
can perform the procedures, the training level of
professionals conducting the tests, quality equipment
to perform procedures, as well as staff to interpret
findings. Women also report that lack of
communication that follow-up was necessary, cost of
lost wages and medical care, systemsfactors, and fear
are barriers.*®*Deve oping strategiesto addressbarriers
to follow-up is essentia to increasing surviva from
this disease.

Patient Education

Abnormal screening tests sometimes have
negative psychosocial consequences and may result
in failure to comply with further screening tests and
treatment. Women who have abnormalities found on
a screening mammogram often suffer from anxiety,
depression, and fear of cancer, even if cancer is not
ultimately diagnosed.!%41% Psycho-educational
interventions tailored to the unique needs of these
women may reduce distress and promote continued
adherenceto follow-up recommendations.1°® Datafrom
aNorth Carolina study, however, indicate that afase
positive result does not appear to decrease the rates of
further regular screening. 107-100

The process of motivating women to return for
follow-up begins with communicating the abnormal
test result.’® Such communications should balance
needed information about the suspicion of breast
cancer with reassurance about the rel ationship between
early detection and cure.>® The method of informing
patientsis also an important component of notification;
proven strategies should be used to minimize patients
stress while optimizing their potential to follow
through with recommendations.

Provider Referral and Promotion

Compliance with follow-up appears to increase
when the wait for a follow-up appointment is fifteen
daysor less, thus minimizing patient distress, and when
instructionsfor follow-up are clear and understandable
to the patient. 103194119 Because the follow-up procedures
for breast abnormalities require an array of
professionals, a woman is unlikely to receiving
continuing care from the same practitioner at the same
site. Rather, she is likely to encounter different
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specidists at different sites, such as community health
centers, health maintenance organizations, local health
departments, and primary care and specialists offices.
Well-designed systems to assure adequate responses
to abnormal tests would decrease the number of
patients lost to follow-up and would likely increase
survival. Such systems should foster communication
across different specialties and make adequate
provision for informing women of the next steps they
must take to obtain adequate care.

Physician recommendations are critical to
motivating women to return for appropriate follow-
up.1%* An office systematic tracking or reminder system
isessentia for following women with abnormal results
and for being able to assess compliance rates within a
practice. Additional barriers to follow-up, as reported
by women who have had abnormal mammograms,
include provider insensitivity and clinic waiting time.204

Access

Breast cancer diagnostic procedures are
expensive and a particular problem for those who are
uninsured or under-insured. Some public facilities in
North Carolina provide diagnostic tests to indigent
women. The North Carolina Breast and Cervical
Cancer Control Program (NC BCCCCP) provides
payment for a limited number of diagnostic services
related to screening for eligible women. Yet, many
other women do not meet the income requirements to
become digible for the program and, thus, may have
difficulty affording diagnostic care.

Diagnostic procedures often demand the
expertise of speciaized practitioners who may not be
reedily available in rurd regions of the state. Thus,
transportation may be a barrier. Making these
procedures more accessible to women with breast
abnormdlities discovered during screening must be a
primary goa in providing comprehensive follow-up
care.

Quality Assurancefor Breast Cancer
Screening and Follow-Up

Screening
Mammography with or without a clinical breast

examination is the only screening technology clearly
linked to reductions in breast cancer mortaity. The
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screening must be of high qudity if it isto be effective.
Severa interrelated factors are critical to quality:
professionals who are well trained to perform clinica
breast examinations and to refer women appropriately
for mammography; proper interpretation of theimages,
accurate and prompt reporting of the interpretation to
both the clinician and the patient; and having definitive
outcome data provided to the diagnostician to assess
the accuracy of the tests. It is also vital for
mammography equipment to be properly maintained
by qualified personnel with a quality assurance
programin place.l!!

Recent developments in mammography
technology hold promise for improving breast cancer
detection. Digital mammography may alow reduced
false positives without a concomitant reduction in
sengtivity.'*? This technology will soon be the subject
of a large National Cancer Institute-sponsored
screening trid .12 Other technol ogies, such as Sestamibi
scintigraphy and magnetic resonance imaging, hold
promise for improved distinction between benign and
malignant breast lesions.!

Follow-up

The components of quality assurance for follow-up
include:

- providing well-trained professionals to conduct
the procedures;

- developing clear protocols for when and what
procedures are to be used; and

- promoting communication among the
professonds performing the diagnostic
procedures so that care is coordinated for each
patient.

A find concernisevaluation of follow-up issues.
Data are available from several sources that provide
statewide screening rates. Very little is known about
follow-up rates after an abnorma mammaogram. Such
data are essential to a successful intervention whose
ultimate goal isto decrease breast cancer mortality.

Summary

A broad spectrum of programs are currently
underway in North Carolina to address many of the
issues that relate to breast cancer screening, follow-
up, and quality assurance. Most studies to date have



recruited women who have had prior mammograms,
aneed and challenge for future intervention research
will be to reach women who have not adopted
mammography, many of whom have immigrated to
the United States, are older, have lower levels of
education, or are not regular users of the health care
system. !’ Several new data sources are being
developed and are proposed that will improve the
ability to monitor the impact of these activities. The
challenge is to coordinate these activities in a
comprehensive manner, so that their results will
favorably affect early detection options for women.
Given our knowledge of how successful breast cancer
screening can be, and what we know about the
problems women in North Carolina have with the
disease, the objectives that follow have been selected
asgoalsfor addressing early detection of breast cancer
in North Carolina
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Breast Cancer Goals, Objectives, and Strategies

Goal 1:

To promote and increase the appropriate utilization of high-quality breast cancer
screening and follow-up services.

Targets for Screening Rates by 2006*

1. To decrease from 13% to 5% the proportion of women > 40 who have never had a mammogram.

2. Toincrease from 47% to 62% the proportion of women who have had an age-appropriate mammogram.

3. Toincrease from 76% to 81% the proportion of women who have had an age-appropriate clinical breast
exam (CBE).

4. To increase from 45% to 53% the proportion of women who have had an annud clinical breast exam
(CBE) and mammogram (within guiddines).

Note: During the next five years, efforts to improve screening rates for age-appropriate mammograms
among African American, low- education, and low-income women will receive priority attention, since
screening rates among these groups currently are lower than those for other populations.

* Basdline screening rates obtained from the Behavioral Risk Factor Surveillance System, 1999.

Targets for Follow-up Care by 2006*

To increase appropriate and timely follow-up of women who receive abnorma mammograms and/or
abnormal clinica breast examinations to 90 percent.

* Currently, there arelimited data on follow-up care. Baseline data will be devel oped so asto quantify ang
measure thisgoal in the evaluation of this Plan.

Targets for Quality Assurance of Breast Cancer Screening and Follow-up by 2006*
To assure that 99 percent of mammograms are satisfactory.

To establish a data system and evaluation plan to monitor the progress made towards achieving the quality
assurance objectives.

* Currently there arelimited data on the follow-up rates of abnormalities. Baseline data will be devel oped
inthe evaluation of thisPlan.

On thefollowing pages,
**Indicates objectivesand strategiesthat arefocused on racial, ethnic, socioeconomic,
educational, or age-related disparities.
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Public Education for Breast Cancer Screening

Objective 1
To increase knowledge and improve attitudes of all women with regard to the importance of breast cancer
screening and specifically among minorities and the underserved.**

Strategies
1. Identify appropriate educational materials and programs to use in reaching al women,
including those at highest risk for not receiving screening. **

2. Gather and review existing educationa materias developed by medica schools and schools of public
health from funded research projects that have been proven effective in improving screening.

3. Dissaminate the above materials to mammography facilities, physician offices, and health departments, as
appropriate.

4. Provide promotional materials appropriate for high-risk groups, including African-American, low-income,
and low-education women, to al providers who care for these high-risk groups. **

5. Provide educationa and promotiona materials regarding breast cancer and breast cancer screening to
appropriate local and statewide community organizations.

6. Develop media campaigns promoting appropriate breast cancer screening.

Objective 2
To develop aliances with private businesses for the purpose of disseminating information on breast cancer

screening and breast health education to the genera public and specificaly to minorities and the underserved.

Strategies

1. Identify businesses for partnerships, obtain agreements for aliances, and distribute public education
materias through two additional North Carolina-based organizations (see aso Cervica Section Objective
2, Strategy 1).

Objective 3
To promote outreach activities within communities across the state and specifically among minorities and the
underserved to rai se awareness about breast cancer screening and breast health education. **

Strategies
1. Develop appropriate training sessions for public hedlth staff and other health
professionals to attend.

2. Provide training to health educators and other public health department staff and health professionals on
specific skills for outreach.

3. Work with community-based organizations and agencies to promote awareness and use of breast
cancer screening.
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Provider Referral/Promotion for Breast Cancer Screening

Objective 4
To increase the proportion of primary care providers who recommend regular mammograms to their eigible

patients.

Strategies
1. Provide information annually to primary care providers about screening guidelines and current
reimbursement rates for these exams.

2. Distribute to primary care providers materials for informing women of the
need to screen and the importance of their role in recommending screening to women.

Objective 5

To assure that al specialists (e.g. cardiologists, endocrinologists) who provide care to older women recom-

mend age-appropriate breast cancer screening to at least 90 percent of their digible patients. **

Strategies

1. Distribute new screening guidelines and information to appropriate specialists about strategies for
informing women about the need for screening, as needed.

Accessto Servicesfor Breast Cancer Screening

Objective 6
To reduce barriers to and the disparity of clinical breast exam and mammography among women. **

Strategies
1. Monitor and distribute information on North Carolina legidation that requires insurance coverage for
regular screening mammography of age-appropriate women. **

2. Increase mammography rates for women who are un- or under-insured by expanding the proportion of
providers in the North Carolina Comprehensive Breast and Cervical Cancer Control Program. **

3. Promote age-appropriate screening at work sites across the state.
4. Determine the proportion of sites using expanded clinic hours among al providers of mammography. **

5. Promote the use of community-based transportation services. **

Client Education for Follow-up Care

Objective 7
To educate women about their risk of breast cancer and the need to return routinely on aregular basis for

appropriate rescreening and/or diagnostic testing.
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Strategies

1. Identify or develop brochures, videos, and other media materials with tailored messages for women with
screening mammogram abnormalities to explain in detail diagnostic care options and agencies providing
care and other information.

Provider Referral and Promotion for Follow-up Care

Objective 8
To disseminate and recommend standardized clinical guidelines for providing follow-up care of each type of
mammography result.

Strategies
1. Update and disseminate clinica guideines and information to al clinicians performing diagnostic tests for
breast cancer.

2. Promote the use of reminder or tracking systems to determine the highest quality follow-up of women
with abnormal results and assure prompt reminders for annual exams.

3. Encourage al referra sources (i.e., surgeons, etc.) to establish a monitoring system with the
referring clinician with regular feedback on the status of follow-up for their client.

4. |dentify available tracking and reminder systems to determine the highest quality packages.

5. Conduct atargeted campaign to encourage providers to adopt a selected system and educate them of the
need to provide this service to patients.

Accessto Follow-up Care

Objective 9
To provide adequate resources to enable al women in need of diagnostic follow-up to receive care in atimely
manner.

Strategies
1. Inform providers across the state of the resources available through the North Carolina Cancer Control
Program for women at or below 115% of poverty. **

2. Maintain referral resources at diverse geographic locations to provide comprehensive information on
diagnostic and treatment services to women with breast abnormalities. **

Objective 10
To increase the knowledge of providers on appropriate methods for conducting clinical breast examinations

and for properly instructing patients on how to perform thorough breast self-examinations.

Strategies

1. Provide continuing education and updated guidelines to physicians, public heath nurses, and other
providers to upgrade their skills in conducting clinical breast examinations.

2. Provide continuing education for breast self-examination instruction for public health nurses and other
hedlth professionals.
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Objective 11
To provide ongoing training to radiology technologists and radiologists to improve skills in obtaining and
accurately interpreting mammogram results.

Strategies
1. Develop and provide continuing education to practitioners for obtaining and interpreting
mammography.

Goal 2:

To coordinate data collection and programmatic efforts with existing or ongoing studies
and programs being implemented across the state. (See Coordination)

Partner Organizations The following partner organizations will contribute to the
implementation of strategies shown (listed as Objective, Strategy).

American Cancer Society: 1.1P*, 1.3P, 1.5P, 2.1P, 3.1P, 3.3P, 4.1P, 4.2, 6.3P, 6.5P, 8.2

American College of Radiology-North Carolina Chapter: 6.2, 7.2

American College of Surgeons. 5.1, 7.2

Breast Cancer Codlition of North Carolina: 5.1, 6.1, 6.4, 9.2

Brody School of Medicine at East Carolina University: 1.2, 8.2, 85

Cancer Information Service: 1.1, 1.3, 1.4, 1.5, 3.1, 3.2, 3.3P, 4.2, 7.2, 82,85, 9.1, 9.2

Center for Corporate Hedlth: 6.3

Duke University School of Medicine: 1.2, 8.2, 85

Mobile Hedth Outreach, Inc.: 1.1, 11.1, 7.2P, 8.2, 8.3, 85

North Carolina Academy of Family Physicians: 1.3, 1.4, 4.1P, 4.2P, 7.1, 8.2, 84, 10.1

North Carolina Advisory Committee on Cancer Coordination and Control-Early Detection Subcommittee:
1.2P, 3.3, 4.2, 6.1P, 6.4P, 7.2P, 8.2P, 8.3, 10.2

North Carolina Cancer Control Program: 9.1P, 9.2P

North Carolina Comprehensive Breast and Cervical Cancer Control Program: 1.5P, 3.1P, 3.2P, 4.1P, 5.1P,
6.2P, 7.2P, 8.1P, 9.1P, 10.1P, 11.1P

North Carolina Council for Women: 1.5P

North Carolina Divison of Aging: 1.1, 1.2, 1.3, 1.5P

North Carolina Divison of Radiation Protection: 1.3, 11.1P

North Carolina Hospital Association: 6.4

North Carolina Medica Society: 3.3, 4.2P, 5.1P, 6.4, 7.1P, 8.1, 8.3, 8.4P, 8.5P

North Carolina Nurses Association; 1.1P, 1.4, 10.1, 10.2

North Carolina Office of Citizen Services-Care Line: 6.5, 9.2

North Carolina Office of Healthy Carolinians: 1.3, 1.4, 1.5, 3.3, 6.3

North Carolina Office of Public Health Nursing: 3.1, 3.2, 10.1, 10.2P

North Carolina Primary Hedth Care Association: 1.4, 1.5, 3.3, 4.1

Planned Parenthood: 1.4P, 1.5P, 3.2P, 5.P1, 6.4P

UNC School of Medicine: 1.2, 8.2, 85

UNC School of Medicine-Department of Radiology: 11.1P

UNC School of Public Hedlth: 1.2, 3.2

Wake Forest University School of Medicine: 1.2, 8.2, 85

Weake Forest University School of Medicine-Department of Public Health Sciences-Cancer Education and
Prevention Center: 7.1P, 7.2P

* Pindicates Principal Agency
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“ Cervical Cancer isa preventable and curable disease. The technology for
detecting this disease and treating it isavailable.” * North Carolina hasalong
history of implementing cervical cancer control programs. However, thereis
still much work to be done. With the number of successful programsthat have
beenidentified inrecent years, it isclear that further efforts can be madein
reducing mor bidity and mortality fromthis disease.

In the first half of this century, cervical cancer
was a mgjor cause of cancer deaths among women.
However, deaths from this disease were reduced
dramatically with the advent and use of a screening
test to detect cervical cancer initsearly, most treatable
stages. The main test used to screen for cervical cancer
is the Pap smear, developed by George Papanicolaou
in the 1930s and introduced for widespread screening
in the 1940s? The Pap smear, or Pap test, examines
cells collected from the cervix and vagina. It can show
the presence of infectious agents, inflammation, low
grade abnormalities, pre-cancerous lesions, or cancer.
Before cancer cellsarefound on the cervix, thetissues
of the cervix undergo changes known as dysplasia, in
which abnormal cells begin to appear. These cellsare
usually found with a Pap test. If treatment is not
provided at an early stage of development, cancer cells
begin to grow and spread more deeply into the cervix
and to surrounding aress.

With the development of screening programs
utilizing the Pap test, the cervical cancer mortality rate
began falling drameticaly beginning in gpproximately
1970, as shown by studiesin the United States, Iceland,
Nordic countries, Germany, Scotland, and Canada.?
This reduction in mortality has not been observed in
popul ationswhere screening isnot prevaent.® The Pap
test is perhapsthe most effective cancer screening test
we have, yet screening programs have not eradicated
this cancer completely in any population.® Reasonsfor
this failure have focused on either lack of regular
screening or inadequate follow-up and treatment of
pre-cancerous changes found during routine
screening.*®  Abnormalities associated with Human
Papilloma Virus (HPV) infection are the most
troublesome in terms of failure to screen and treat
appropriately.5”® The focus needs to be on continued
research on and awareness of these factors.

Figure 1

Cervical Cancer Deaths in North
Carolina,1990-1999

||:|White Females @Minority Females |

=
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per 100,000
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90- 91- 92- 93- 94- 95- 96- 97-
92 93 94 95 96 97 98 99

Year of Death

Source: North Carolina Central Cancer Registry

Asshownin Figure 1, cervical cancer remains
aproblem in North Carolina. Projections for the year
2000 show an estimated 395 new cases of invasive
cervical cancer in North Carolinaand an estimated 155
deaths.® Thisisespecialy tragic since most deaths are
completely preventable. A mgjority of cervica cancer
degths are likely to occur in women over the age of
40.1° North Carolina data further indicate a differing
pattern of disease across racia and ethnic groups.
African American women had ahigher overall cervica
cancer mortdity rate than white women throughout
the 1990s.°

Stage, which indicates the degree of spread of
the disease at diagnosis, and race are important
predictors of survival. Survival rates are improved
when the disease is detected at an earlier stage.
However, even at the same stage at diagnosis,
nationally African American women have a poorer
prognosis than do white women. Research shows that
even though the proportions of African American and
white women with distant (or invasive) disease at
diagnosis are similar, African American women are
more likely to die from the disease. A number
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of reasons are thought to be involved, such as
differences in adherence to screening, follow-up, and
treatment.™

There are many factorsthat heighten the risk of
cervical cancer, such as early age at first intercourse,
multiple sex partners, smoking, and exposure to the
Human Papilloma Virus. Long time use of oral
contraceptives may also be a risk factor. However,
given the availability of early detection and treatment
procedures for cervical cancer, mgjor risk factors for
death are lack of appropriate screening and lack of
prompt follow-up for abnormalities. These issues and
referencesto several data sourcesand studiesin North
Carolina are discussed in the following
sections.

Because barriers
to screening differ

In North Carolinag, datafrom the Behaviora Risk
Factor Surveillance Survey (BRFSS) indicate that in
1999, 72 percent of al women aged eighteen and over
reported having had a Pap test in the previous year;
91 percent of al women aged 18 and over reported
having had onein the previous three years.® Reported
rateswere 90.4% for Whitewomen, 93.0% for African
American women, 90.6% for Hispanic women, and
85.9% for women of other races/ethnicities. As with
national rates, utilization is lower after age 50, as
follows: approximately 94% of women aged 18-49
reported that they had had a Pap test in the previous
three years, while the reported rates were 88.1% for
women 50-69, 75.5% for women 60-64,
and 78.6% for women aged 65 and ol der.®
Both regional and national studies

Screening acr oss consistently indicate that higher education

subpobulations and income are associated with higher

With regular Pap smear screening g ff‘) ¢ ' scre(_aning rates.'*1° This fir_1di ng may

and appropriate follow-up care, invasive Ifreren persist even for women with health
’ ' drategiesare insurance.

or advanced, cervical cancer is usualy
preventable. Guidelines for cervical
cancer screening endorsed in 1987 by the
American Cancer Society, the Nationa
Cancer Ingtitute, and American College
of Obstetrics and Gynecology recommend an annual
Pap smear with a pelvic examination for women who
are, or have been, sexually active or who are 18 years
or older. After three or more consecutive normal annual
examinations, the Pap smear may be performed less
frequently at the discretion of the physician.

Although the screening rates for women reported
invarious nationd studies are generdly high, they vary
across different subgroups of the population. Women
at the highest risk for cervical cancer are least likely
to utilize screening.'? National data from the 1999
Behaviora Risk Factor Surveillance Survey (BRFSS)
indicate that 69 percent of al women aged 18 and over
reported having had a Pap test within the previous year;
85 percent reported having had onewithin the previous
three years.™® Reported ratesfor having had aPap test
within the past three years are lower for Hispanic
women (84.6%) than for White women (85.6%) or
African American women (89.8%) women.*® The
proportion of women who report having had a Pap
test within the past three years begins to decline after
age 50; rates are 88% for women 18-49, but 86.4% for
women 50-69, 81.8% for women 60-64, and only
72.2% for women aged 65 or older.
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needed to increase
the utilization of
Sscreening.

Public Education

There are numerous reasons why
women do not have Pap tests. These reasons vary
across subpopulations. Lack of knowledge about
cervical cancer and the need for regular screening, fear
of finding cancer, and embarrassment about screening
are negatively associated with screening.'®” Women
who seem to be most likdly to underutilize services
are low income, older, from rura or non metropolitan
areas, those who smoke, do not exercise, or are not
getting regular hedlth care.'®

Because barriers to screening differ across
subpopulations, different strategies are needed to
increase the utilization of screening. Some of the
barriers to screening can be reduced through
implementing public education strategies to increase
knowledge and change attitudes of women most in
need of regular screening. Some public education
programs to increase utilization of Pap test screening
have been shown to be effective. For example, the
Forsyth County Cancer Screening (FoCaS) Project
resulted in a three-fold increase in the rate of regular
Pap smear utilization among low income, minority
women in the intervention group.'® These strategies,
however, are costly and not easily assumed by public
hedlth or voluntary agencies that operate on limited,
fixed budgets. In addition, as the proportion of women



receiving Pap tests within guidelines approaches 90-
95%, efforts are needed to reach the most recal citrant
women. These strategies and resources are the most
difficult to obtain and maintain over time.

The choice of an educationa strategy should be
based on an understanding of the specific audience's
knowledge, attitudes, bdliefs, and behaviors.*® Proven
strategies for increasing Pap test utilization include
clarifying the need for the Pap test and the risk of
cervical cancer and developing lay health advisor
programs that address Pap tests as part of educational
efforts.

Provider Referral and Promotion

A physician recommendation is a very strong
motivator for getting a Pap test.2’ A recent study of
national trends in the use of preventive hedlth care
showed that most women who did not receive a Pap
test did have recent contact with a physician.!! These
findings suggest that, athough women are visiting
physicians and are accessible to receiving medical
advice, recommendations are not provided
consistently. A 1992 North Carolina study of women
diagnosed with invasive cervical cancer found that
nearly 50 percent of these patients had no Pap test in
the five years preceding their diagnosis. However, 83
percent of thesewomen had used the health care system
during thistime period.?* A literature review identified
reasons why primary care providers do not adhere to
cervical cancer screening guiddines. Reasonsinclude
provider characteristics, such as knowledge of the
guidelines, specialty, gender, time constraints,
forgetfulness, and inconvenience; patient
characteristics, such asage and perceived refusal; and
provider constraints such as lack of supplies and the
cost of thetest.™

In addition, it appears that there are important
differences in screening rates among provider
gpeciaties. Women receiving care from nurses or from
obstetriciansg/gynecologists are most likely to report
having had arecent Pap test. Thosereceiving carefrom
an internist are least likely to report being screened. If
awoman is being seen regularly for more acute, life-
threatening care such as blood pressure or diabetes
checks, her provider may also be less likely to
recommend a Pap test because of the added
inconvenience to the patient and lack of time during
the clinic visit to do a Pap test.?2 Many interventions
have been found to be successful in increasing

screening rates among women receiving medical care.
These include opportunistic screening (recommending
Pap test screening when awoman isin an emergency
room, provider’s office, or hospital) or prompts, such
as stickers on patient charts.?® Studies have been done
of invitation and recall systems and identified specific
factorsthat appear to increase rates of utilization. These
include, for example, clearly explaining the benefits
of screening and using persona contact with hedlth
care staff to alay anxiety.*?

Access

The Pap test is performed by a wide range of
health professionals, obstetrician / gynecologists,
family physicians, internists, nurse practitioners,
physicians assistants, certified nurse midwives, and
nurses working in hospitals, clinics, offices, and
industrial settings in private and public sectors??
Accessissuesinclude not only the number and type of
providers available to women in each region of the
state but also the cost of screening, insurance or other
coverage, distanceto ascreening site, hours of service,
and patient knowledge of the health care system. Lack
of child care or transportation have also been shown
to be magjor barriers to obtaining access.

The cost of screening can significantly influence
utilization. Pap test cost varies according to the practice
providing the care. Laboratory charge for aPap smear
(conventional smear technique) is approximately
$14.00. Laboratory charge for amonolayer ThinPrep
technique is approximately $28-30. 34 When ingtitution
charges and physician fees are included, however, the
cost is consderably higher. Various national and state
programs and policies have eased cost barriers. In
1990, Medicare coverage was expanded to include
screening every three years. Legislation was passed
in North Carolina requiring state regulated insurers to
include screening. In North Carolina, Pap tests are
provided at local health departmentsthrough the Breast
and Cervical Cancer Control Program and Family
Planning Services, free of charge to women or on a
diding fee scale, depending on the woman’'s income
level. However, for women with no sick leave to visit
a clinic during working hours, for those with no
transportation, or for those who do not feel welcomed,
access is still amajor issue.
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Quality Assurance for Cervical Cancer
Screening

Accuracy of the Test

As described earlier, a 1992 North Carolina
study found that 50% of women diagnosed with
invasive cervica cancer had not had a Pap test in the
preceding five years.?! Thisfinding isgenerally offered
to direct attention to screening rates. It is, however,
important to question the history of the other 50% -
the women who did have a Pap test. It is widely
accepted that the natural history of this
disease spansaninterval of greater than

30% of all Pap tests when the traditional smear
technique is utilized. Therefore, it is important to
understand that out of the 50% of invasive cervica
cancer patients having had Pap tests in the preceding
five years, a significant number of those patients had
smears that, under usua circumstances, should have
been repeated but were not.

Any screening program that focuses solely on
“percent population reached” is concentrating efforts
on only half of the problem. The other arm of that
program must emphasize accuracy in diagnosis. The
abnormal cells must be collected in the first place, it

must be possible to examine them without
the compromising factors that limit proper

five years. One must then examinethe “Specimen quality  screening, and any abnormality should be
causes for failure to detect or failure  With the ThinPrep  characterized on the initial test, with a
to act upon significant abnormalities 2000 System is minimum of repeat tests required.

that presumably should be present on significantly Itisfor these reasonsthat the North

those early smears. There are two
categories to consider. In the first
category arethe Pap teststhat have no
abnormd cells, even when intensely
scrutinized in retrospect by multiple
individuals. These Pap tests are truly
negative. Many, or most, of these
patients have or should have abnormal cells; however,
the abnormal cells did not gppear on the dide, usudly
due to inadequate sampling.

The second category includesthose Pap teststhat
actualy do have abnorma cells, but these cells have
escaped detection. Some are missed, for no obvious
reason, by the cytotechnologist. Most, however, are
found to occur in smears that for many reasons are
considered suboptimal (e.g., improper collecting
technique, improper preparation and fixation, too much
blood, or obscuring inflammation). These Pap tests
aregenerally reported “normal” but aqualifier isadded
to acknowledge interpretive “limitations.”

A separate group of Pap tests to consider are
reported ASCUS (atypical, unknown significance).
These are the Pap tests that have abnormal cells but
neither the cytotechnologist nor the pathologist can
categorize the abnormality with certainty.

Women who have tests in either of these latter
two categories (test quality limitation and atypical
unknown significance) must have their Pap tests
repeated.® When working with a patient population
where compliance and follow-up is a problem, it is
desirable to keep repeat tests to a minimum. These
two categories, when combined, can eadily include 25-
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improved over that

of conventional Pap

smear preparation
in a variety of
populations.”

Carolina State L aboratory of Public Hedlth
is using the new methods of collection,
preparation, and examination that are part
of the ThinPrep monolayer Pap test. The
ThinPrep Pap test technology yields a
single layer of well-preserved cells on the
test dide. Improved smear quality results
in fewer Pap tests needing to be repeated and an
increased detection of abnormalities426:36-38 The
Cancer Cytology Branch of the State Laboratory of
Public Health (SLPH) participated in the early clinical
trials. Results at the State Laboratory of Public Health
were similar to those at other clinical tria sites. Pap
smear quality was significantly improved and there
was increase in the detection of abnormalities.?’

In May 1996, the FDA approved the ThinPrep
Pap test for use in gynecologica cytology. The FDA
labeled the ThinPrep Pap System as “significantly
more effective than the conventional Pap smear for
the detection of Low Grade Squamous Intragpithelial
(LSIL) and more severelesionsin avariety of patient
populations. Specimen quality with the ThinPrep 2000
System is significantly improved over that of
conventional Pap smear preparation in a variety of
populations.” 28 In August 1999, the Cancer Cytology
Branch of the State L aboratory of Public Health began
atrangtion to use of the ThinPrep technology. Since
July 1, 2000, the State Laboratory of Public Hedlth
Cancer Cytology Branch hasbeen employing ThinPrep
technology for 100% of its testing.

Theincreased detection of precancerouslesions
made possible by the use of ThinPrep is clearly



beneficia on its own. The fact that this technology
lessens the need for repeat tests for a population that
isless available to follow-up makes it an even greater
achievement.

System Factors

The second areaof quality assurancefor cervical
cancer screening is in the laboratory. There must be
an accurate and timely reading of the smear, including
aclear report of resultsto the provider. After collection,
the Pap test sample is sent with a clinical requisition
form to the laboratory for interpretation. The quality
of thereading of the smear is primarily dependent upon
the level of expertise of those interpreting the dide.
Cytotechnologists are in high demand and short supply
and, because of salary competition, the workforce is
quite mobile. Any shortages are likely to impact
negatively the turn around time for receiving Pap test
results and possibly overburden staff that are present.

Follow-up of Abnormal Screening
Results

For screening to be effectivein reducing cervical
cancer degth rates, gppropriate follow-up of al detected
abnormdities must be available and utilized. Follow-
up varies according to the results of the screening Pap
smear. For less serious results, treatment for an
infection and a subsequent repeat Pap smear are often
sufficient to assure that there are no malignant cells
present.?®° However, for any Pap test resultsindicating
aprecancerouslesion or suspicion of cancer, evaluation
of the patient via colposcopy is recommended.*°If cells
do not appear normal when using a colposcope (i.e., a
specia device used for viewing the cervix), a sample
of the cervical tissue (or biopsy) istaken and examined
under a microscope.?® From thisanadysis, the stage of
the disease can be determined and appropriate
trestment recommended.

It has been estimated that 40 percent or more of
women with abnormal Pap smearsfail to comply with
follow-up recommendations.®! Appropriate follow-up
and treatment may not occur because of issues of
patient education and understanding, provider
promotion, access, or cost. Each of these factors has
serious implications for the prevention of cervica
cancer deaths.

Patient Education

Abnormal test results often have negative
psychological consequences and, unless addressed,
may result in faillure to comply with both treatment
and future screening tests. Special intervention
procedures, which use phone calls or in-person visits
to find and remind women to return for follow-up, have
obtained compliance rates of 33 to 95 percent.32
Barriers, such as cost of the follow-up treatment,
beliefs about cancer, lack of trust inthe medical system,
lack of access to transportation, and staff attitudes at
hedlth carefacilities, al contributeto patients reactions
to an abnormal test result and influence whether
follow-up recommendations will be followed. 33

Thereis strong evidence that women experience
significant anxiety and stress when they are informed
of anormal results.*? These reactions can often be
mediated by the method and manner of notification.
Upon receipt of the results from the laboratory, the
provider has the respons bility of informing the patient.
The usua methods of notification are in writing, over
the telephone, or in person. Written forms, usually
letters or postcards, may not be understandable to the
patient because of the reading level of the message or
because of terminology that is foreign or not clearly
defined.®? Telephone counseling is more costly, but
could be used in explaining serious cases and might
reduce the chance of severe psychologica reactions
to the test results. Whatever method is chosen, an
important factor in the communication process is the
patient as the receiver of the communications.
Consideration should be given to developing and using
strategies to communicate with patients with varying
demographic characteristics, such asyears of education
and literacy. The communication provided could
gresatly affect the psychosocial impact on the woman
of hearing the results and her willingness to seek
additiona care.

Provider Referral and Promotion

The primary issue related to provider referra
for follow-up care of abnormal Pap smear resultsis a
clear and standardized protocol for when women
should and should not be referred for additional
diagnostic work. For example, having a standard
practice for when colposcopies are to be provided will
help to increase the number of appropriate referrals
and reduce the number of unnecessary biopsies.
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As previoudy mentioned, an important factor
to condder is the mechanism for informing patients
of their test results to assure that they clearly
understand the next steps to be taken and the reasons.
Although hedlth care providers are the focal point for
appropriate follow-up, many settings do not utilize
regular tracking or reminder systemsto systematically
motivate women to return for follow-up. Such systems
can be used to identify and monitor compliance among
women with abnormal Pap tests. Other strategies that
providers can use to help improve the notification
process and reduce the negative psychosocial effects
of abnorma Pap tests include: reduction of the time
until the referral appointment, provision of clear
instructions for follow-up recommendations,
discussing the test results with patients oraly, and
reducing barriers to adherence within the medical
system.®

Access

Cost is a mgjor issue in obtaining appropriate
follow-up of an abnorma Pep test. The high cost of
colposcopy, and of colposcopy with biopsy, can be a
magor barrier to obtaining adequate and timely follow-
up care. In North Caralina, the North Carolina Cancer
Control Program provides payment for carefor women
with low incomes. However, for underinsured or
working poor populations acrossthe state, cost remains
aprimary barrier to obtaining necessary care.

An additional barrier to accessis the number of
providers who are trained to perform diagnostic
procedures. Often, these providers are located within
large, urban areas and are not easily accessible to
women living in rura communities. One solution is to
make available more qudified providers, mid-level
practitioners can and should be certified to perform
colposcopy. The North Carolina Comprehensive
Breast and Cervica Cancer Control Program has
provided training and equipment to local health
departments to help address this problem. Some
progress has been made, but this remains a need in
North Carolina. Consultations with knowledgeable
practitioners need to be available for providers who
are less experienced in providing this care. Other
concerns regarding access to follow-up care are very
smilar to those for access to screening: they include
lack of transportation or child care and offering clinic
hours during non-traditional working hours.
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Quality Assurancefor Follow-up of
Abnormal Screening Results

The first mgor concern for quality assurance of
follow-up for abnormal Pap test results is the training
of those performing colposcopies. Gynecologists are
specially trained to perform colposcopies with
biopsies. Other specialists may aso have limited
expertise in performing this procedure. As previoudy
mentioned, midlevel practitioners (i.e., nurse
practitioners, physician assistants, etc.) can be trained
to perform this procedure and thereby increase
availability of services. Their expertise must be
maintained by continued assessment either through
continuing education courses or preceptor review.
Preceptorships should be made readily available for
trained practitioners to alow them to improve their
expertiseinidentifying cancer or precancerouslesions.
In addition, rigorous and standardized evauation of
all practitioners should be a part of any quality
assurance program.

The second areaof concernfor quality assurance
of follow-up for abnormal Pap test results is the
standardization of care for various abnormalities. This
is very difficult to achieve, since it would by necessity
require standardization of examination and detection.
Becausethere are varying degrees of expertisein what
isactually avery difficult microscopic procedure, there
will always be varying degrees of confidence that
clinicians will place in the results from different
laboratories. There has been arecent trend, not without
controversy, to follow mild abnormalities with Pap
smears alone. This clinical approach clearly requires
that the Pap diagnosis be correct and underscores the
advantages of the ThinPrep technology discussed
earlier. Some physicians instead recommend that the
Pap test should be replaced by colposcopy for routine
follow-up. There is considerable controversy over
whether this is a redlistic, cost effective method of
managing mild or borderline abnormalities, which are
both numerous and, usually, harmless. Instead, there
are numerically more significant high-grade
abnormalities that present themselves first through an
ASCUS (unknown significance) ThinPrep smear than
as low-grade dysplasia ThinPrep smears. There is a
certain logic and an emerging advocacy for devoting
those colposcopy resources to ASCUS patients.
Whether or not this is cost effective is primarily
determined by the ASCUS rate of a given pathology



laboratory. To focus those resources most narrowly
and effectively, it is recommended by some to test
those ASCUS ThinPrepsfor the presence of Human
PeapillomaVirus (HPV), reserving col poscopy for those
patients who test positive for the viruses known to
cause cervical cancer. A major randomized, study has
shown that HPV testing is highly sensitive in
identifying which abnormalities detected with a Pap
test require immediate attention. 34

Summary

North Carolina has a long history of cervica
cancer control programs. One of the first screening
programs in the country was started by Dr. John
Kernodle at Duke University in the 1940s. More
recently, the work of the North Carolina Cervical
Cancer Task Force has been instrumental, as has that
of the North Carolina Advisory Committee on Cancer
Coordination and Control, in encouraging the
legislature to pass a bill changing the type of Pap
testing to utilize the liquid based ThinPrep technology
rather than the conventiona Pap smear. However, there
is still much work to be done. With the number of
successful strategiesthat have been identified in recent
years, it is clear that further efforts can be made in
reducing morbidity and mortality from this disease.
Given our knowledge of successful cervical cancer
screening programs, and ongoing problems North
Carolina women experience with this disease, the
following objectives have been selected as goals for
the state in increasing early detection of cervical
cancer.
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Cervical Cancer Goals, Objectives, and Strategies

Goal 1:

To promote and increase the appropriate utilization of high quality cervical cancer
screening and follow-up services.

Targets for Screening Rates by 2006*:

1. Toincrease the proportion of women age 18 and older with a uterine cervix who have ever received a
Pap test from 94 percent to at least 98 percent.

2. Toincrease from 87% to 94% the proportion of women age 18 and older with a uterine cervix who have
received a Pap test in the past 3 years.

Note: During the next five years, efforts to improve rates of Pap tests among low-education, low-income,
and age 40+ women will receive priority attention, since screening rates among these groups (for a Pap
test within the past 3 years) currently are lower than those for other populations.

* Baseline screening rates obtained from Behaviora Risk Factor Surveillance System, 1999

Targets for Follow-up Care by 2006*
To increase appropriate and timely follow-up of women who receive abnormal Pap test results.

*Currently there are limited data on follow-up care. Basdline data will be developed so as to quantify and
measure this goa in the evauation of this Plan.

Targets for Quality Assurance of Cervical Cancer Screening and Follow-up by 2006*
To assure that 80 percent of Pap tests are adequate and satisfactory by the Y ear 2001.

*Currently there are limited data on the rates of satisfactory tests. Baseline data will be developed in the
evauation of this Plan.

On thefollowing pages,
** indicates objectives and strategies that are focused on racial, socioeconomic,
educational, or age-related disparities.
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Public Education for Cervical Cancer Screening

Objective 1
To increase knowledge and improve attitudes related to cervical cancer screening among all women.

Strategies
1. Identify appropriate educational materials and programs for reaching al women, including groups at
highest risk for developing cervical cancer and/or lack of regular screening. **

2. Develop media campaigns about the need to obtain regular cervical cancer screening.

Objective 2
To develop aliances with businesses for the purpose of disseminating information on cervical cancer screen-
ing to the public.

Strategies

1. Identify appropriate businesses for aliances, obtain agreements and distribute public education materials
through at least two additiona North Carolina-based organizations (see also Breast Section Objective 2,
Strategy 1).

Objective 3
To promote outreach activities within communities to raise awareness about cervical cancer screening.

Strategies
1. Develop training sessions for public health and other health professionals on conducting outreach
activities.

2. Provide training and materias to public heath and other hedlth professonal staff on specific skills for
outreach.

Provider Referral and Promotion for Cervical Cancer Screening

Objective 4
To assure that primary care providers recommend Pap tests to at least 95% of their eligible patients.

Strategies
1. Provide information to al primary care providers about screening guidelines.

2. Distribute materials to primary care providers for informing women of the need for screening and the
importance of their role in recommending screening to women.

3. Gather and review existing educational materias developed by medical schools and Schools of Public
Health from funded research projects that have been proven effective in improving screening and
distribute materials to facilities that perform Pap tests (e.g. physician offices, Loca health departments,
and other providers).
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4. |dentify or develop and distribute educational and promotional materias regarding Pap test screening to
physician offices, other providers, and appropriate loca and statewide community organizations.

Objective 5
To assure that specidists (e.g. cardiologists, endocrinologists) who provide ongoing care to older women
recommend Pap tests to at least 90% of their eligible patients.**

Strategies

1. Didtribute up-to-date screening guidelines and information to appropriate specialists about strategies for
informing women about the need for screening, as needed.

Accessto Servicesfor Cervical Cancer Screening

Objective 6
To reduce barriers to and the disparity of Pap test screening among women. **

Strategies

1. Monitor and distribute information on applicable legidation, including Medicare legidation, Medicaid
legidation, and North Carolina legidation (G.S. 58-51-57) that requires and/or permits insurance coverage
for Pap test screening. **

2. Facilitate access to providers who offer Pap tests at low or no cost to women who are un- or under-insured.
* %

3. Promote Pap test screening at work sites across the state. **
4. Determine the proportion of sites using expanded clinic hours for primary care providers. **
5. Promote the use of community-based transportation services. **

6. Assess the desirability and feasibility of training nurses working in community health centers and in
private providers officesto perform Pap tests.

Client Education for Follow-up Care

Objective 7
To educate women about their risk of cervical cancer and the need to return for appropriate rescreening or
diagnogtic tests.

Strategies
1. Promote notification to women (within two weeks of receipt of results) about their Pap test resultsin a
form comprehensible at the fifth grade literacy leve. **

2. Disseminate educationa materials to providers of Pap test screening in print and video form that explain
Pap test results at the fifth grade literacy level. Develop new materials if necessary. **
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3. Disseminate brochures, videos, and other media materials with appropriate messages to explain in detail
diagnostic care options and list agencies providing care and other information for women with an
abnormal Pap test. Develop new materialsif necessary.

Provider Referral and Promotion for Follow-up

Objective 8
To promote standardized clinical guidelines for providing follow-up care for each level of Pap test result
(using Bethesda System to define levels of results).

Strategies
1. Disseminate clinical guidelines for follow-up to al clinicians who collect Pap teds.

2. Provide continuing education to providers on follow-up care and diagnogtic tests.
3. Expand a previoudy completed study on system barriers to continued follow-up care (Paskett, Phillips,
and Miller, 1995). Pilot study will examine the effectiveness of designating one coordinator in every clinic

that provides Pap tests who is responsible for managing follow-up care.

4. Promote the use of reminder and tracking systems to inform women of their need for follow-up and/or
rescreening.

Accessto Follow-up Care

Objective 9
To provide adequate resources to enable al women in need of diagnostic services to receive care in atimely
manner.

Strategies
1. Inform providers across the state of the resources available through the North Carolina Cancer Control
Program for women at or below 115% of poverty. **

2. Monitor the proportion of trained cytotechnologists in the state to assess person power and explore
initiatives to address shortages.

3. Provide resources and technical support to encourage participation of cytotechnologists in existing
continuing education programs (e.g. teleconferences).

Objective 10
To increase the knowledge of providers concerning appropriate methods for the collection of Pap tests.

Strategies
1. Provide continuing education to clinicians to upgrade their skills in obtaining adequate Pap tests, including
the use of newer, proven collection methods.

2. Implement new and effective technologies (e.g. ThinPrep) for collecting and interpreting cellular changes
on Pap tests.

3. Assess the penetration of new detection methods within the state.
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Objective 11
To increase accurate and comprehensive sharing of information among providers involved in the care of

women with abnormal Pap tests.

Strategies

1. Examine the feasibility of encouraging private laboratories in North Carolina to provide clinicians with
consistent feedback on the quality of their Pap tests and the adequacy of information provided with the
sample.

Objective 12
To improve the quality of follow-up care provided to women with abnormal Pep test results.

Strategies
1. Provide continuing education to providers on conducting diagnostic tests.

Goal 2:
To coordinate data collection and programmatic efforts with existing or ongoing studies
and programs being implemented across the state. (See Coordination)

Partner Organizations The following partner organizations will contribute to the
implementation of strategies shown (listed as Objective followed by Strategy).

Allied Health Council of North Carolina: 9.2P*

American Cancer Society: 1.1P, 1.2, 3.2P, 4.1P, 4.2, 4.3, 4.4, 5.1P, 6.3P, 6.5P, 7.2P, 7.3P

American Sociad Hedth Association: 1.1, 3.2

Brody School of Medicine at East Carolina University: 3.1P, 3.2P, 4.3

Center for Corporate Hedlth: 2.1P, 6.3

Duke University School of Medicine: 3.1P, 3.2P, 4.3

North Carolina Academy of Family Physicians: 1.2, 4.1, 42, 5.1, 7.1, 81, 82, 8.3, 10.1, 12.1

North Carolina Advisory Committee on Cancer Coordination and Control-Early Detection Subcommittee:
3.1P, 4.2, 4.3P, 6.1P, 6.4P, 6.6P, 7.3P, 8.3P, 10.2P, 10.3P, 11.1P

North Carolina Cancer Control Program: 7.3P, 9.1P, 12.1P

North Carolina Comprehensive Breast and Cervical Cancer Control Program: 1.2P, 3.1P, 3.2P, 4.1P, 4.4P,
5.1P, 6.2P, 6.3P, 9.1, 7.1P, 7.2P, 7.3, 8.1P, 8.3P, 9.1P, 9.3P, 10.1

North Carolina Medica Society: 4.2, 4.4P, 5.1P, 6.4, 7.1P, 8.1P, 8.2, 8.3P, 11.1P

North Carolina Nurses Association: 4.1P, 4.2, 6.6P, 8.1, 12.1

North Carolina Office of Hedlthy Carolinians: 2.1P, 4.4, 6.3

North Carolina Office of Public Health Nursing: 8.2, 10.1P

North Carolina Primary Hedlth Care Association: 6.6, 7.2, 8.4

North Carolina State Laboratory of Public Hedlth: 8.1P, 9.3, 10.2, 10.3P, 11.1

North Carolina Women's and Children’s Health Section-Women's Hedlth Branch: 3.1, 3.2, 6.2, 7.1, 8.1P,

Planned Parenthood: 1.1P, 3.1P, 5.1P, 6.2P, 7.2, 7.3P, 8.1P, 8.3P, 12.1P

UNC School of Medicine: 3.1P, 3.2P, 4.3

Wake Forest University School of Medicine: 3.1P, 3.2P, 4.3

Weake Forest University School of Medicine-Cancer Education and Prevention Center: 1.1P, 7.2P, 7.3P, 8.3P,
84P

* Pindicates Principal Agency
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Colorectal cancer is the second leading cause of cancer death in the United
States, with approximately 56,000 deaths and 130,000 new cases expected in

2000.1

Although the incidence of disease appearsto be
decreasing over the past 25 years, a50-year-old person
today has a5 percent lifetime risk of being diagnosed
with colorectal cancer and a 2.5 percent chance of
dying fromit.2 Men have a somewhat higher incidence
and mortality from colorectal cancer than women.!
Colorectal incidence and mortality increase with
increasing age.!

InNorth Carolina, 3,696 persons were diagnosed
with colorectal cancer in 1998.3 Projections indicate
that an estimated 4,415 North Carolinians will be
newly diagnosed with colorectal cancer in the year
2001 and an edtimated 1,795 North Carolinians will
diefrom the disease.® Ascanbeseenin Figure 1, the
age-adjusted incidence of colorectal cancer is higher
for men than for women. African American women
are at higher risk of developing colorectal cancer than
White women. Colorectal cancer mortality is highest
for African-American men and lowest for White
women. African-American women have a
substantially higher risk of colorecta cancer death than
White women; in fact, their death rate is even higher
than that for White men, despite the lower incidence
of disease for women. 3

Figure 1

Colorectal Cancer Incidence in
North Carolina, 1990-1998
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Source: North Carolina Central Cancer Registry

Risk Factors

Risk factors for colorectal cancer include a
family history of the disease, ahistory of large (greater
than one centimeter) adenomatous colon polyps, a
history of inflammatory bowel disease such as
ulcerative colitis and Crohn's colitis, and perhaps high
dietary intake of red meat and dietary animal fat and
low levels of physica activity. Persons consuming
diets high in fruits, vegetables, and fiber may have
lower risk for colorectal cancer.* About 15-20 percent
of all persons who develop colorectal cancer have a
family history of the diseasein afirst-degreerelative*
People with a first degree relative with colorectal
cancer have a two-to three-fold greater risk than
persons with no family history; that risk is increased
further if the relative with colorectal cancer was
younger than 55 at the time of diagnosis or if multiple
family members are affected. > However, 75% of
colorectal cancersarisein patients with no special risk
factorsfor the disease. ?

Background

Although colorecta cancer continues to be an
important cause of cancer incidence and mortdity, its
biological behavior presents an opportunity to
substantially reduce its burden on health through
screening and early detection. Most (but not al)
colorectal cancers appear to develop slowly from
adenomatous polyps over aperiod of 10 to 15 years. ©
The dow and orderly growth of adenomatous polyps
provides a long period during which they can be
detected and removed before they become malignant.
Even if cancer develops, 5-year survival in the
localized stages approaches 90%. Unfortunately, 5-
year survival with metastatic disease is 10% or less
despite best current therapy. Currently in North
Carolina, in the absence of widespread screening, only
34.6 of colorectal cancers are detected in the curable
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early stages. ” Because of the dow typical development
of colorectal cancer, its long and treatable pre-
cancerous detectable phase, and the large difference
in survival between local and metastatic disease,
colorectal cancer isagood candidate for screening.

Screening in asymptomatic aver age
risk adults

Several screening strategies have been
consdered for preventing and reducing the morbidity
and mortality from colorectal cancer in asymptomatic
average risk adults over the age of 50: annua feca
occult blood testing (FOBT), sigmoidoscopy every 5
— 10 years (SIG), a combination of FOBT annudly
and SIG every 5 —10 years, double contrast barium
enema every 5 — 10 years, or colonoscopy every 10
years. ° Each of these strategies and the supporting
evidence for their effectiveness in detecting cancers
early and reducing mortality are discussed below.

Persons at increased risk, including those with
apersona history of adenomatous polyps or colorectal
cancer, a family history of one or more first-degree
relatives who have had colorectal cancer (especialy
when occurring before age 55), or those who have
inflammatory bowel disease should be screened more
aggressively (see screening high risk patients below).
Patients with symptoms possibly suggestive of
colorecta cancer, including (but not limited to) rectal
bleeding, change in bowel habits, or otherwise
unexplained weight loss, require a diagnostic work-
up from their provider rather than screening.

Fecal occult blood testing

Fecal occult blood testing involves checking
threeindividual consecutive stool samplesfor evidence
of microscopic amounts of blood. The FOBT can be
rehydrated with the addition of asmall amount of water
before processing or can be developed unrehydrated.
Screening with the FOBT has been shown to reduce
colorectal cancer mortality in three large population-
based trials of annual or biennial testing. & The
Minnesota study of annua screening using mostly
rehydrated FOBT cards found a 33 percent reduction
in colorecta cancer mortdity.® Two European trids
tested biennial unrehydrated FOBT and found 15-18%
mortality reductions over 8-10 years.'®!! A recent
supplementd publication from the Minnesotatrial with
18 year follow-up found that biennia screening had a
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smilar reduction (21%) in mortality as the European
trials. 12 Although the reduction in colorectal cancer
mortaity was larger in the Minnesota tria, the use of
rehydration increased the number of false positivetests
and subsequent follow-up exams: over 30% of
participants had to undergo colonoscopy over the 13
year trial, compared with 5% in the European trias.

Currently, FOBT is the only screening test
proven to reduce colorectal cancer mortality in a
randomized trial. Nevertheless, it is an indirect test
that detects blood in the stool rather than colorectal
cancer itsdlf. Theability of asingle FOB “test” to detect
cancer (sengitivity) is less than ideal (30-40% for
unrehydrated cards) and it is ineffective in detecting
polyps (5-10%).%2 Its specificity (the ability to produce
a negative test when there is no disease present) has
been estimated to be 90% for rehydrated testing and
96-98% for unrehydrated testing. Because colorectal
cancer is uncommon and the specificity of the test is
low, the posgitive predictive value for cancer is aso
low (2 -10%).8

Despiteitsimperfect test characteristics, FOBT
has been found to be effective and cost-effective in
every maor analysis of colorectal cancer screening,
perhaps becausetheinitia test isrelatively inexpensive
and free of harm and because annual testing presents
many opportunitiesfor detection. To be mogt effective,
FOBT screening requires ongoing adherence, which
may be difficult to achieve.

Sigmoidoscopy

Sigmoidoscopy is a screening procedure that
examines the lower colon using alighted flexible tube.
No trials of sigmoidoscopy screening have been
completed, although two are underway currently. 1415
However, two well-conducted case-control studies
have found that periodic sigmoidoscopy, as
infrequently as every five to ten years, can reduce by
70 percent the mortality from colorectal cancer within
reach of the sigmoidoscope. 161" Sigmoidoscopy can
detect and alow removal of pre-cancerous polyps,
possibly preventing the development of cancer aswell.
The current 60cm flexible sigmoidoscope can visudize
the lower third of the colon and will detect
approximately 65% of patients with adenomas.
Specificity for polyps and cancer is high, particularly
if biopsy is performed on the initial exam.
Complication rates are low and the procedure can be
performed effectively in physicians' offices that have



received sufficient training and invested in the required
infrastructure for performing the test.

Combination of FOBT and sigmoidoscopy

The combination of annual FOBT and every five
year sgmoidoscopy istheoretically more effective than
either test aone in reducing disease incidence and
mortality, though there are no data from randomized
clinical triadsto determine the magnitude of this effect.
The adverse effects are a combination of the adverse
effects of each test alone. If a strategy of using both
tests is chosen, the FOBT should be performed firgt,
since a positive test will be followed by a full
colonoscopy rather than flexible sigmoidoscopy.?

Double-contrast barium enema

Barium enema has not been evaluated directly
as a colorectal cancer screening test. It has the
advantage of visudizing the entire colon. Older studies,
many of which have important methodological flaws,
suggest that its sengitivity for large polyps and cancers
is50-80% and its specificity to be 80-90%. %8 Recently
published data from the National Polyp Study using
appropriate methodology found that sensitivity for
large polyps was 48% (95% CIl 24%-67%) in a
population undergoing surveillance after
polypectomy.!® The exam requires referral to a
radiologist, and examiner skill and experience is
important for optimizing test accuracy. However, these
new data suggest that sensitivity may be lower than
previoudy estimated: further research is needed.

Colonoscopy

Screening colonoscopy has also not been
evaluated in a randomized trial, but offers severd
potential advantages as a screening test. Because it
visualizes the entire colon and alows detection and
immediate removal of polyps, even relatively
infrequent colonoscopy (every ten years) has the
potentia to reduce disease incidence and mortdity.
Itsmain drawbacks areits higher risk of complications
(bowel perforation and bleeding), the somewhat more
extensive preparation and recovery time required, and
its cost. On the other hand, the need for fewer tests
and the use of sedation during testing make it
potentialy attractive. Models have found colonoscopy
to be comparable to the combination of FOBT and

sigmoidoscopy or the use of barium enemawith respect
to effectiveness and cost-effectiveness.

Screening high-risk patients

Patients at increased risk because of a family
history of colorectal cancer in a single first-degree
relative after age 60 can undergo usual screening.
Those with multiple affected family members or in
whom cancer developed at a young age should begin
screening earlier (10 years prior to the earliest
diagnosis of cancer in a family member or age 40,
whichever comes first) with colonoscopy. Genetic
testing may aso be offered to patients suspected of
having a genetic colorectal cancer syndrome (e.g.
hereditary non-polyposis colon cancer or familial
adenomatous polyposis), though its exact role in
management remains somewhat unclear at this time.
Patients with inflammatory bowel disease also require
more aggressive screening. 2°

Current Utilization

National, population-based data from the
Behaviora Risk Factor Surveillance Study (BRFSS)
in 1999 found that 44% of adults over 50 reported
having been screened either with FOBT within the past
year or with sigmoidoscopy/colonoscopy within the
past five years. In North Caroling, the 1999 BRFSS
found that 45% of adults over 50 reported having been
screened elther with FOBT within the past year or with
sigmoidoscopy/colonoscopy within the past 5 years.
Use of these screening methods was similar between
men and women and between different racial groups.

In 1994, datafrom North Carolina primary care
practices, 32% of adults over 50 completed FOBT
within one year and 11% completed sigmoidoscopy
or colonoscopy within 3 years. 2! In studies where
patients were asked by their providers to return fecal
occult blood test cards, compliance rates have been
reported as high as 51 to 88 percent in primary care
settings. 22 Compliance is highest in programs where
primary care physicians recommended the test as part
of a regular annual exam. Rates of acceptance for
sigmoidoscopy screening have been variable with
lower figures 5-10% from mass invitations and higher
ones (30-60%) when direct invitations are provided,
particularly to persons considered to be at high risk. 23
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Barriersto Screening

Available dataindicate that low screening rates
are due to physician, patient, and hedlth care delivery
systemfactors.

Patient factors

The largest barrier to screening for colorecta
cancer isalack of awarenessthat oneisat risk despite
the absence of symptoms and a lack of awareness of
the availability of effective means for prevention and
early detection. With respect to FOBT, surveys have
found that practical reasons such as being “too busy”
were most frequently cited as barriers.?® The lack of
having any health problem compelling the subject to
be tested (i.e. alack of understanding of “screening”)
was also commonly reported. Some patients reported
that the test seemed unpleasant or embarrassing or that
they didn't want to know if they had a problem.
Subjects who have not had sigmoidoscopy have cited
the absence of health problems or symptoms, practical
reasons, and worry about pain and discomfort as the
most common reasons for not being tested. 23
Colonoscopy and barium enema have not been studied
sufficiently to determine barriers to screening.

Physician factors

The most common reason cited by physicians
for not performing FOBT is forgetfulness, an issue
that isrelated to absence of office systems (see below).
24 Research indicates physician reluctance to
recommend sigmoidoscopy screening is due to
disagreement with the guidelines, cost to the patient,
and inconvenience. 2* In a North Carolina survey,
physicians aso cited a concern about lack of training
to do sigmoidoscopy. 2 Sigmoidoscopy is time
consuming and is perceived as embarrassing and
painful for patients. Physicians aso report that patient
lack of interest and fear of a cancer diagnosis inhibit
screening with sigmoidoscopy. 2527 However, one study
that examined patient attitudes and compliance with
sigmoidoscopy screening found that although patients
reported high anxiety about the test, 75 percent
complied with a recommendation from their physician
to have the test and found the procedure to be less
embarrassing and less painful than expected. 2’ There
are data showing that the majority of patients who
undergo sigmoidoscopy would do it again if asked by
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their physician. 2

Research indicates that the most important
motivator for undergoing screening is a
recommendation by a primary care physician.?3
Though most physicians agree with screening
guidelines for early detection of cancer, many do not
follow through in their practices. Data from Prescribe
for Health, a 1997 survey of practicing primary care
physicians in North Carolina, found that over 80% of
physicians considered flexible sigmoidoscopy
effective and approximately 65% considered screening
with flexible sigmoidoscopy part of their practice
policy for preventive care. However, only about 5%
of patients had documentation of completing a
sigmoidoscopy within the past three years. 2! Since
approximately 85 percent of al adults visit aphysician
a least once every two years, a mgor increase in
screening could be predicted if physicians
recommended screening regularly to all age-and risk-
factor appropriate patients.

Systemsissues

System issues at thelevel of individual practices
and hedlth plans are important barriers to screening.
The absence of preventive care tracking and reminder
systems, especialy for frequent testing like FOBT,
makes screening difficult to sustain. Coverage for
colorectal cancer screening differs from plan to plan
and even within plans. Providers may react to
uncertainty and confusion about whether a given
screening test iscovered by smply not raising theissue
of screening. Hopefully, recent changes in Medicare
that added coveragefor colorectal cancer screening in
averagerisk adultswith FOBT, sigmoidoscopy, barium
enema, and more recently colonoscopy will help to
increase the uniformity of coverage. Providers may
worry that patientswho arereferred to other physicians
for screening will belost from their practices and hence
not refer them. Finally, lack of access to trained
providers (both in total numbers and in geographic
distribution) makes increasing the number of patients
screened potentialy difficult.



Strategiesto increase colon cancer
screening

Patient Interventions

Improving the use of colorectal cancer screening
will require interventions directed to patients,
providers, and office systems. Public awareness of the
risk of colorectal cancer, the benefits of screening, and
the need to ask one’ shedlth care provider for screening
should be increased through broad public awareness
campaigns (e.g. TV and radio) and more
targeted interventions. Targeted
interventions should be carried out

The challenge for

Physicians appear to respond to patient cuesto perform
colorectal cancer screening, so interventions directed
towards improving patient communication about
colorecta cancer screening may also be an effective
way to change physician behavior. %

Systems interventions

In addition to implementing office level changes
such as computerized reminders, screening could be
enhanced by standardizing coveragefor different forms
of screening and by reducing co-payments required
for screening tests. 3° Interventions to
reach underserved populations, including
promoting screening through churches,

nugmbers of at-risk aF()iuI ts. Speci f?c years is to screening and reducing disease burden.3*
interventions should also be directed increase the In Singapore, Up to 50% of patients

towards those at high risk, such as people
with family histories of colorecta cancer.
Specid efforts should also be directed to
reducing racial disparities in disease
outcome among African-Americans,
especially women, who have suffered
disproportionately from colorectal cancer in North
Carolina. Animportant meansto increasing screening
is to improve communication between providers and
patients. Patient-directed decision aids can be used to
improve communication and screening. 2

Provider Interventions

Medica practitioners should be aware of which
screening procedures are effective and how to perform
them or order them through referral to an appropriate
provider. Knowledge aone, however, is insufficient.
Studies of physician behavior change (not limited to
colorectal cancer screening) have found that reminder
systems, audit with feedback (where providersreceive
their screening rates and are asked to evaluate them as
a tool to improvement), and small group educational
sessions (“academic detailing”) led by alocal opinion
leader are effective in changing physician behavior
but that traditional continuing education and mass
mailings are not. 2° A recent systematic review found
that reminder systems increased FOBT completion
rates by an average of 14%.2° Previous training and
the ability to perform sigmoidoscopy are associated
with higher rates of sigmoidoscopic screening. 23

performance of
colorectal cancer
Sscreening.

suffer from recurrence of colorectal cancer
after surgery.®> The CARES (Cancer
Recurrence Support) System has been
developed to predict the recurrence of
colorectal cancer using a combination of
Case-Based Reasoning (CBR), data
mining, and natural language processing.®2 The system
makes comparisons of patient cases and generates
inferences to identify high-risk groups.

Emerging screening testsand future
resear ch needs

Researchers continue to search for more
effective waysto screen for colorectal cancer. Recent
developments include virtua colonoscopy, a method
of using spiral computerized tomography (CT)
scanning to create an image of the colon,* and initial
testing of a stool assay that looks for DNA
abnormalities.®* Current data are insufficient to
estimate how effective these new technologieswill be
in actualy reducing colon cancer mortality. Further
research isalso required to better understand long-term
adherence to testing and real-world rates of
complications with colonoscopy.

Summary

Given our understanding of the biological
features and epidemiology of colorectal cancers and
the evidence that screening reduces colorectal cancer
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mortality, the chalenge for the next five years is to
increase the performance of colorectal cancer
screening. Direct and indirect evidence from trids,
observationa studies, and cost-effectiveness anayses
suggest that several different means of screening are
effective in reducing disease incidence and mortality.
They have also been shown repeatedly to be cost-
effective compared with other commonly used
screening tests such as mammography or Pap smears.
Rather than attempting to designate asingle preferred
method of screening, it is recommended that efforts
first befocused onincreasing the proportion of average
risk North Carolinians over age 50 that are screened
regularly by any appropriate method: FOBT yearly,
sgmoidoscopy every five years, the combination of
FOBT and sigmoidoscopy, barium enema every five
years, or colonoscopy every ten years.

The chal lengeinthefirst years of the21¥ century
will be to address the patient, provider, and systems
level barriers to screening in order to increase the
proportion of patients screened and reduce the
extensive morbidity and mortality from colorectal
cancer, including the troubling racial disparities in
outcomes. The next section outlines specific objectives
and strategies to address issues of colorectal cancer
control. These objectives and strategies can be seen as
alist of recommendations that have been developed
by a group of cancer researchers, physicians, heath
educators, survivors, and advocates. The objectivesand
strategies listed are to be viewed as steps toward
achieving the goa of promoting, increasing, and
optimizing the appropriate use of high-quality
colorectal cancer screening and follow-up services.
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Colorectal Cancer Goals, Objectives, and Strategies

Goal 1:
To promote and increase the appropriate use of high-quality colorectal cancer
screening and follow-up services.

Targets for Change by 2006*

1. To decrease from 37% to 20% the proportion of people who have never had a Fecal Occult Blood Test

(FOBT), flexible sgmoidoscopy, or a colonoscopy since their fiftieth birthday.

2. Toincrease from 30% to 60% the proportion of people age 50 and older who have had a Fecal Occult

Blood Test (FOBT) in the past year.

3. Toincrease from 31% to 50% the proportion of people who have had a flexible sigmoidoscopy or a
colonoscopy in the past 5 years.

4. To increase from 16% to 30% the proportion of people who are within recommended screening
guidelines. Recommended guidelines are defined as people age 50 and older who have had a Fecal

Occult Blood Test (FOBT) in the past year and a flexible sgmoidoscopy or a colonoscopy in the past

fiveyears.

5. To decrease to 20% the proportion of underserved who have never had a Fecal Occult Blood Test
(FOBT), flexible sgmoidoscopy, or colonoscopy since their fiftieth birthday.

6. To increase to 10% above baseline the proportion of al providers who regularly offer appropriate
colorectal cancer screening services to their eigible patients.

Current baseline screening rates are as follows:*

Men: 40%

Women: 34%

African Americans. 44%

Low education (<9" grade): 49%
Low income (<$15,000): 45%

Note: During the next five years, efforts to improve screening rates among African-Americans, low
education, and low income persons will receive priority attention, since rates for never having had an
FOBT, flexible sigmoidoscopy, or colonoscopy currently are higher than those for other populations.

*Basdline screening rates obtained from the Behaviora Risk Factor Surveillance System, 1999.

On thefollowing pages,
** indicatesobjectivesand strategiesthat arefocused on racial, ethnic,
socioeconomic, educational, or age-related disparities.
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Facilitation of Screening

Provider Factors

Objective 1
To increase the proportion of providers who regularly offer appropriate colorectal cancer screening services

to their digible patients.

Strategies

1. Develop and implement educationa workshops led by “champion” physicians to overcome barriers to
successful implementation and provide continued support for appropriate colorectal cancer screening
Services.

2. Develop regional colorecta cancer screening referral list.

3. Communicate with universities to train future providers and teachers of providers to perform colorectal
cancer screening to assure sufficient proportion of providers trained to perform screening tests,
particularly flexible sigmoidoscopy.

4. Evaluate and disseminate available colorectal cancer screening tracking systems. If none are available,
facilitate the development of a tracking system that runs on a personal computer and/or paper tracking
system and disseminate it to providers throughout the state.

Access Factors

Objective 2
To reduce access barriers to colorectal cancer screening for all men and women 50 years or older plus those

deemed at high risk as defined by Medicare.

Strategies

1. Assure insurance coverage for colorectal cancer screening that meets or exceeds the level provided by
Medicare for al adults 50 years or older plus those deemed to be at high risk as defined by Medicare.
Assure this coverage through legidation if necessary.

2. Promote access to some form of colorectal cancer screening, such as Fecal Occult Blood Test (FOBT),
through local health departments. (Please note link to objective 4, strategy 2.) **

3. Using geographic mapping technology, conduct an assessment of available and necessary capacity for
colorectal cancer screening.

4. Work with health insurance organizations to clarify levels of coverage for appropriate colorectal cancer

screening.

Public Education for Colorectal Cancer Screening

Objective 3
To increase public awareness about risk for colorectal cancer, the benefits of colorecta cancer screening, and
the availability of effective means of prevention and early detection.
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Strategies

1

2.

Assess current colorectal cancer screening practicesin North Carolina.

Make available through the public health departments learner-appropriate educational materials to inform
those 50 years and older of the prevalence and risk of colorectal cancer and available screening
techniques. **

Make available through the Internet learner-appropriate educational materials to inform those 50 years and
older of the prevalence and risk of colorecta cancer and available screening techniques. **

Provide learner-appropriate educational materials to primary care providers to disseminate to patients
concerning the need for screening for colorectal cancer. **

Promote colorectal cancer awareness month through local media, community
organizations, and work sites.

Accessto Follow-up Care

Objective 4
To promote financia support for those individuals who receive positive test results and are in need of further
diagnostic services or treatment.

Strategies

1

Encourage the acquisition of financial support for follow-up care for those who are at or below 200% of
poverty level and who have no other coverage. **

Assure access to follow-up care for those with positive results detected through local health department
colorectal cancer screening (Please note link to objective 2, strategy 2).

Coallect data that monitors follow-up care to be used in assessing appropriateness of care (Please note link
to objective 2, strategy 2.). **

Objective 5

Reduce racia disparities in colorectal cancer incidence and mortality. **

Strategies

1. ldentify existing or facilitate additional research with African —American adults over age 50 to identify

barriers to early detection. **

Identify, or develop, and test culturally appropriate educational materials for Objective 3 and
facilitate dissemination of the materiads in communities, work sites, and organizations with significant
African—American populations. **

Conduct exploratory research with Higpanic, Native American, and other minority
populations to assess cultural beliefs and barriers to colorectal cancer screening. **
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Goal 2:
To coordinate data collection and programmatic efforts with existing or ongoing studies
and programs being implemented across the state. (See Coordination)

Partner Organizations The following partner organizations will contribute to the imple-
mentation of strategies shown (listed as Objective, Strategy). All strategies are Goal 1.

American Cancer Society: 1.2, 2.1P*, 3.2, 3.3, 34, 35,4.1,5.1,5.2, 5.3

Brody School of Medicine at East Carolina University: 5.1, 5.3

Cancer Information Service: 1.2, 1.3, 3.2, 3.3, 34, 5.2

Colon Cancer Alliance: 1.3, 2.1, 3.5P, 4.1

Duke University School of Medicine: 5.1, 5.3

El Pueblo: 5.3

Medica Review of North Carolina: 3.1

North Carolina Academy of Family Physicians: 1.1P, 3.4

North Carolina Advisory Committee on Cancer Coordination and Control-Early Detection Subcommittee:
1.1, 2.4P, 3.2P, 3.3P, 3.4P, 4.3P, 5.1P, 5.2P, 5.3P

North Carolina Advisory Committee on Cancer Coordination and Control-Early Detection Subcommittee-
Colorecta Cancer Workgroup: 1.4P, 2.1

North Carolina Advisory Committee on Cancer Coordination and Control-Legidation and Education Sub-
committee: 2.2P, 4.1P

North Carolina Cancer Control Program: 2.2, 4.1P, 4.2P

North Carolina Medical Society: 1.2, 1.3P, 3.4

North Carolina Office of Minority Hedlth: 5.2, 5.3

North Carolina Primary Hedlth Care Association: 1.3

UNC School of Medicine: 5.1, 5.3

UNC School of Public Hedlth: 2.3, 5.1, 5.3

Weake Forest University School of Medicine: 2.3, 5.1, 5.3

* Pindicates Principal Agency
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Whether to recommend screening for prostate cancer among asymptomatic men is a
difficult public health issue. The prevention of mortality and morbidity fromthis

disease through screening and early detection is controversial, and there is currently
no consensus among major medical and health organizationsin the United States about

recommendations for screening.

Prostate cancer is the second leading cause of
cancer death for men both nationally and in North
Caralina'? In North Carolina, projections for the year
2001 show an estimated 5,990 new cases of prostate
cancer and an estimated 1,030 deathsfrom the disease.?

Nationwide, the incidence of prostate cancer rose
dramatically inthelate 1980’ sand early 1990's, atrend
that was attributed largely to the widespread adoption
of the prostate specific antigen (PSA) test as a
screening modality. 34 This trend was accompanied
by aconcomitant increasein earlier-staged cancersand
a decrease in later-staged disease. >®7 In addition, a
decrease in prostate cancer mortality aso has been
observed since 1992. While these data appear to
support the role of early detection (via PSA testing
and digita rectal exam) in reducing prostate cancer
mortality, it is dill too early to truly determine if this
isthe casg, or if other factors, such as lead time bias,
attribution bias, improved trestment, a change in the
natural history of the disease, overdiagnosis, or chance
alone may be responsible. 458 More time and further
study is needed before this determination can be made.

Figure 1.

Prostate Cancer Mortality in North
Carolina, 1990-1999
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Source: North Carolina Central Cancer Registry

African American men develop the disease at a
rate higher than any other ethnic group in the world.
They currently experience over twicethe mortdity rate
of white Americans. °1° In North Carolina, this
mortality rateismore than two and ahalf timesgreater
than that for white men (Figure 1).% % Infact, African
American men in North Carolina have the highest
prostate cancer mortality rate of any statein the nation.
This mortality differentia is largely due to the fact
that African Americans in North Carolina have later
stage disease at the time of diagnosis.*> Even when
diagnosed at the same stage, however, nationa survival
rates of African Americans are lower than those of
white men. ®1° This suggests that there is something
different about African American men that affectstheir
survival, such as differences in the quality or type of
treatment or genetic, lifestyle, or environmental factors
that affect their response to treatment.

Hormonal, nutritional, genetic, and
socioeconomic status factors have all been implicated
as possible reasons for the racial digparity.®'° Rural
residency may aso play arole. Research indicatesthat
rural residents, particularly African Americans, are
twice as likely to have more advanced cancer at the
time of diagnosis.!?> North Caralina has both a large
rural population and a relatively high proportion of
African Americans, highlighting a major public health
problem in the state for which thereis no clear solution
at thistime.

Disease Char acteristics

Researchers have postulated that there are
actualy three forms of prostate cancer: one that is
latent, one that is moderately progressive and one that
is rapidly progressive and very malignant.’*14 Most
prostate cancers are slow-growing and often do not
cause symptoms for many years. Studies at autopsy
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indicate that 30 to 50 percent of al men over the age
of 50 have prostatic carcinoma, but the vast mgority
of men will not be diagnosed and will experience no
significant effectsfrom their disease.* However, about
9.5 percent of men will have a clinical diagnoss and,
of these, about 20 to 25 percent will die of their
disease.'* Approximately 3 percent of the total
population of men in the U.S. will die of prostate
cancer.* More men diewith prostate cancer than of it.

Currently, little is known about the factors that
cause the mgjority of prostate cancersto remain latent
while others develop rapidly and spread beyond the
prostate by the time of diagnosis.'®> For most cancers
detected clinicaly, there is no way to
predict with certainty which will
progress rapidly, leading to morbidity
and mortality, and which will grow
dowly and cause no symptoms within
aman'slifetime. 1® Thekey issue, and
a source of controversy, is how to
reliably distinguish between tumors
with different growth rates. Among
those whose hedlth will be affected, the
tumors of a third will have already
metastasized by the time of detection
while the tumors of two thirds will be
amenableto treatment.t’

Risk

Prostate cancer risk increases with age; the
median age at diagnosisis 72.4 New casesarerdatively
few among men younger than 50. 4 Thus, as the
population ages, more men are at risk for developing
prostate cancer. African American raceincursahigher
risk, asdoesafamily history of prostate cancer. There
is atwo- to four-fold increased risk among men with
one first-degree relative with prostate cancer. 18°Itis
unclear whether familia risk is due to environmental
or genetic influences. Saturated fat consumption has
been associated with asmall increaseinrisk of prostate
cancer.r®2° One study found that differences in
saturated fat intake account for only up to 10 percent
of the African-American increase in prostate cancer,
suggesting that other factors are largely responsible
for increased risk. 2t

Screening

Early detection and screening procedures and
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Currently, little is
known about the factors
that cause the majority

of prostate cancersto
remain latent while
others develop rapidly
and spread beyond the
prostate by the time of
diagnosis.

guidelines rely on digital recta examinations and the
prostate specific antigen (PSA) serum test. The PSA
test, as originally devised, lacked specificity in
differentiating the presence of malignant from benign
growths (benign prostatic hypertrophy). Other tests
used in combination with PSA, such as percent free
PSA may improve specificity; however, this is till
problematic. The promotion and availability of thetests
have led to large numbers of American men being
screened. The steep increase in new cases and in the
numbers of men being treated for prostate cancer isat
least partly a result of increased detection. 3823

Experts who advocate screening for prostate
cancer usually agree that it should be
done for men without symptoms who
areat least 50 years old. Some experts
recommend that African American
men and those with a family history
of the disease be screened beginning
a age 40. However, it isnot clear that
screening men at higher risk at an
earlier age will make screening more
effective.?32* Because most prostate
cancers are slow growing, it is
commonly recommended that
screening be discontinued for men
with less than a ten-year life
expectancy. In addition, neither the
PSA test, nor any current test, can distinguish between
cancers that are latent and those that are not. This
suggests that men whose disease might be minimally
progressive may undergo both emotional distress and
overly aggressive therapy.

The ability of the PSA test to detect prostate
cancer at an early stage has rai sed hopes of reductions
in mortality. A combination of the digital rectal
examination and PSA (with ultrasound-guided biopsy
for those needing follow-up) detects more cancersand
increasestherate of detection of localized cancers.>%
However, a demonstration that early detection results
in a mortality reduction awaits the completion of an
ongoing randomized, controlled trid of screening, the
Nationa Institutes of Hedlth Prostate, Lung, Colorectal
and Ovarian Cancer Screening Trial. This trial,
designed to assessthe effect of screening on mortality,
has enrolled 75,565 men. Results will be available
sometime after the study ends in 2015. Other trids,
such as the European Randomized Study of Screening
for Prostate Cancer (ERSPC)?" being conducted in
seven study centers, also are underway to demonstrate



whether early detection will result in a decrease in
prostate cancer mortality.

Currently, the American Urological Association
recommends screening for the early detection of
prostate cancer, while the U.S. Preventive Services
Task Force does not, citing lack of evidence from
controlled studies. The National Cancer Institute does
not have a recommendation either for or against
prostate cancer screening. In contrast, the American
Cancer Society recommendsthat physicians offer PSA
and Digital Rectal Exam (DRE) screening to all men
over 50 who have at least a 10 year life expectancy
and to offer these tests at age 45 to men who are at
high risk (e.g. strong family history (two or more
affected first-degree relatives); African American
men). These groups agree that research has yet to
definitively support that PSA testing reduces mortality
from prostate cancer. These differences in
recommendations reflect different approaches
regarding whether clinical medicine and public policy
should encourage the use of potentialy beneficia but
unproven cancer prevention strategies before
controlled studies establish their efficacy.?®

A final screening issue isits potentia effect on
other health services. Resources and energy to screen
for prostate cancer may come at the expense of other
screening tests whose benefit has been more clearly
demonstrated. For North Carolina, an extrapolation
from national data indicates that it would cost over 35
million dollars annually to screen men aged 50 and
over every year.2>*1Thismay be worthwhileif it were
known that screening gresatly reduces mortaity from
prostate cancer, but the answer to this question awaits
additional data.*

Treatment |ssues

Currently, the treatment of prostate cancer is a
matter of controversy with virtualy no professiona
agreement on a single course of treatment. The areas
of greatest controversy and concern arethe side effects
of treatment, such as impotence and incontinence, or
lack of treatment and the question of whether and for
whom treatments are effective or necessary.

Public Education

Current guidelines for screening differ greatly

among both voluntary and professiona groups. This
causes considerable confusion among the public.
Hospitals, urologists, and prostate cancer awareness
programs offer free prostate cancer screening. Local
medical news coverage expresses concern over side
effects of treetment while highlighting the availability
of screening programs. A study of over 1,400 men
attending screening clinics in the southeastern United
States suggests that media coverage is one of the
primary reasons that men seek screening.®

Once a consensus on the appropriateness of
prostate cancer screening is achieved, we should
provide comprehensive and straightforward
information on that consensus position to al men and
health care providers in North Carolina. In the
meantime, we should provide clear, updated, and
appropriate information on screening to allow men to
make informed decisions concerning screening with
their physicians. It is especialy important for this
public hedlth initiative to provide culturally-based
information specific for African-American men in
North Carolina, because of the known increase in risk
of being diagnosed with prostate cancer, of being
diagnosed at a later stage, and of dying from this
disease.

Information Specific to North Carolina

While the effectiveness of screening and
treatment is being assessed in national studies, and
comprehensive information about the benefits and
potential risks of screening and treatment is provided
to the public, it also is important that we develop a
more thorough understanding of the issues regarding
screening, access, and treatment that are specific to
North Carolina (Table 1). A maor focus of these
efforts should include identifying environmental,
lifestyle, and behavioral factors that increase for
developing prostate cancer. North Carolina is in a
unigue position to investigate prostate cancer risk
factors because of our high prostate cancer incidence
and mortdlity, high proportion of rura resdents, and
relatively large African-American population.33
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Summary

Prostate cancer is an important health problem
for men in North Carolina. It is especialy challenging
because of the large, “at-risk” population who live in
the state and because of the controversy surrounding
how best to manage the disease. Aswith all screening
tests, thetest’ s effectivenessin reducing mortaity must
be demonstrated with data from a randomized
controlled trial. In addition, the treatment and
subsequent side effects of treatment must be judged
to be“worth” thelikelihood of not dying of the cancer.
Until randomized controlled trials provide data on
mortality with prostate cancer screening, this risk/
benefit ratio cannot be determined. Incontinence
(urinary and fecal) and impotence are maor side
effects of treatment for many men.**** Thus, men need
to be informed of the unknown risks and benefits of
screening before receiving testing.

For this reason, our committee is dedicated to
providing physicians and the public with information
about prostate cancer. In addition, we are supportive
of further research into preventing prostate cancer as
evidenced by our objectives and strategies.

192



References

1

10.

Prostate Cancer: Can We Reduce Deaths and Preserve Quality of Life? At-A-Glance 2000. Centersfor
Disease Control and Prevention. National Center for Chronic Disease Prevention and Heath Promotion.
http://www.cdc.gov/cancer/prostate/prostate.htm

North Carolina Central Cancer Registry, State Center for Health Statistics. 1999 data.

Greenlee RT, Murray T, Bolden S, Wingo PA. Cancer dtatistics, 2000. CA: a Cancer Journal for
Clinicians 2000; 50:7-33.

Etzioni R, Legler M, Feuer EJ, Merrill RM, Cronin KA, Hankey BF. Cancer surveillance series:
interpreting trends in prostate cancer—part I11: quantifying the link between population prostate-specific
antigen testing and recent declines in prostate cancer mortality. Journal of the National Cancer Ingtitute
1999;91:1033-9.

Hankey BF, Feuer EJ, Clegg LX, Hayes RB, Legler MM, Prorok PC, Ries LA, Merrill RM, Kaplan RS.
Cancer surveillance series: interpreting trends in prostate cancer—part |: evidence of the effects of
screening in recent prostate cancer incidence, mortality, and survival rates. Journa of the National
Cancer Ingtitute 1999;91:1017-24.

Merrill RM and Stephenson RA. Trends in mortality rates in patients with prostate cancer during the era
of prostate specific antigen screening. Journal of Urology 2000;163:503-10.

Roberts RO, Bergstralh EJ, Katusic SK, Lieber MM, Jacobsen SJ. Decline in prostate cancer mortality
from 1980 to 1997, and an update on incidence trends in Olmsted County, Minnesota. Journa of Urology
1999;161:529-33.

Feuer EJ, Merrill RM, Hankey BF. Cancer surveillance series: interpreting trends in prostate cancer—
part I1: cause of death misclassification and the recent rise and fall in prostate cancer mortdity. Journal of
the National Cancer Ingtitute 1999;91:1025-32.

Merrill RM and Lyon JL. Explaining the difference in prostate cancer mortality rates between white and
black men in the United States. Urology 2000;55:730-5.

Robbins AS, Whittemore AS, Thom DH. Differences in socioeconomic status and survival among white
and black men with prostate cancer. American Journal of Epidemiology 2000;151:409-16.

11. Robertson C, Demark-Wahnefried W, Aldrich T. Prostate cancer in North Carolina. North Carolina

Medical Journal 1992;53:447-451.

12. American Cancer Society. Advisory Committee on Diet, Nutrition, and Cancer Prevention. Guidelines on

diet, nutrition, and cancer prevention: reducing the risk of cancer with healthy food choices and physical
activity. CA: a Cancer Journd for Clinicians 1996; 46:325-41.

13. Waterbor JW and Bueschen AJ. Prostate cancer screening (United States). Cancer Causes and Control

1995; 6:267-274.

14. Scardino PT, Weaver R, Hudson MA. Early detection of prostate cancer. Human Pathology 1992; 23:211-

222.

193



15. U.S. Preventive Services Task Force. Screening for prostate cancer: commentary on the recommendation
of the Canadian Task Force on the Periodic Health Examination. American Journal of Preventive
Medicine 1994;10:187-193.

16. Ries LAG, Kosary CL, and Hankey BF. SEER Cancer Statistic Review 1973-1993: Tables and Graphs.
National Cancer Ingtitute. NIH Publication No. 96-2789. Bethesda, MD, 1996.

17. Stanford J, Stephenson R, Coyle L, Cerhan JR, Correa R, Eley WJ, et al. Prostate cancer trends 1973-
1995. Bethesda, MD: SEER Program; National Cancer Ingtitute, 1999.

18. Whittemore AS, Wu AH, Kolond LN, John EM, Gallagher RP, Howe GR, West DW, The CA, Stamey T.
Family history and prostate cancer risk in black, white and Asian men in the United States and Canada.
American Journal of Epidemiology 1995;141:732-740.

19. Hayes RB, Liff M, Pottern LM, Greenberg RS, Schoenberg JB, Schwartz AG, Swanson GM, Silverman
DT, Brown LM, Hoover RN, et a. Prostate cancer risk in U.S. blacks and whites with a history of cancer.
International Journal of Cancer 1995;60:361-364.

20. Giovannucci E, Rimm EB, Colditz GA, Stampfer MJ, Ascherio A, Chute CC, Willett WC. A prospective
study of dietary fat and risk of prostate cancer. Journa of the National Cancer Institute 1993; 85:1571-9.

21. Whittemore AS, Kolonel LN, Wu AH, John EM, Gallagher RP, Howe GR, Burch JD, Hawkin J, Dreon
DM, West DW, et al. Prostate cancer in relation to diet, physica activity, and body size in blacks, whites,
and Asians in the United States and Canada. Journd of the National Cancer Ingtitute 1995; 87:652-661.

22. Meyer F, Moore L, Bairati |, Fradet Y. Downward trend in prostate cancer mortality in Quebec and
Canada. Journa of Urology 1999; 161:1189-1191.

23. Krahn MD, Mahoney JE, Eckman MH, Trachtenberg J, Pauker SG, Detsky AS. Screening for prostate
cancer: a decison andytic view. Journa of the American Medical Association 1994, 272:773-780.

24. Paul Godley, persona communication, November 1995.

25. Catdlona WJ, Richie JP, Ahmann FR, Hudson MA, Scardino PT, Flanigan RC, deKernion JB, Ratliff TL,
Kavouss LR, Dakin BL, et a. Comparison of digita rectal examination and serum prostate specific
antigen in the early detection of prostate cancer: results of a multicenter clinical tria of 6,630 men.
Journa of Urology 1994;151:1283-1290.

26. American Urological Association. Prostate-specific antigen (PSA) best practice policy. Oncology
(Huntington) 2000;14:267-72, 77-8, 80 passim.

27. Schroder FH, Kranse R, Rietbergen J, Hoedemaeker R, Kirkels W. The European Randomized Study of
Screening for Prostate Cancer (ERSPC): An Update. European Urology 1999;35:539-543.

28. Office of Technology Assessment. Costs and effectiveness of prostate cancer screening in elderly men.
Washington, DC: U.S. Government Printing Office; Report No. OTA-BP-H-145, May 1995.

29. Optenberg SA and Thompson IM. Economics of screening for carcinoma of the prostate. Urology Clinics
of North America 1990;17: 719-737.

194



30.

3L

32.

33.

34.

35.

Rosen MA. Analysis of the annual cost of afully implemented prostate cancer screening program. Journa
of Urology 1995;153 Suppl:464A.

Bureau of the Census. Statistical Abstract of the United States 1994. Washington, DC: United States
Department of Commerce.

Demark-Wahnefried W, Strigo T, Catoe K, Conaway M, Brunetti M, Rimer BK, Robertson CN.
Knowledge, beliefs and prior screening behavior among Blacks and Whites reporting for prostate cancer
screening. Urology 1995;46:346-351.

Dosemici M, Hoover RN, Blair A. Farming and prostate cancer among African-American in the
southeastern United States. INCI 1994;86:1718-1719.

Prostate Cancer Work Group Report for the North Carolina Advisory Committee on Cancer Coordination
and Control (from) Early Detection Subcommittee, Drs. James Gaither, Electra Paskett, Co-Chairs;1999.

Demark-Wahnefried W, Catoe KE, Paskett E, Robertson CN, Rimer BK. Characteristics of men reporting
for prostate cancer screening. Urology 1993;42:269-74; discusson 274-5.

36. Aldrich T, Williams D, Kaufman K. Prostate cancer surviva in North Carolina: evauating race-specific

37.

30.

4]1.

42.

differences. Raleigh: North Carolina Department of Environment, Health and Natural Resources, State
Center for Hedlth and Environmental Statistics 1995; Jan Report No. 90.

Demark-Wahnefried W, Schildkraut JM, Iselin CE, Conlisk E, Kavee A, Aldrich TE, Lengerich EJ,
Walther PJ, Paulson DF. Treatment options, selection, and satisfaction among African American and
white men with prostate carcinomain North Carolina. Cancer 1998;83:320-30.

. Conlisk EA, Lengerich EJ, Demark-Wahnefried W, Schildkraut JM, Aldrich

TE. Prostate cancer: demographic and behaviora correlates of stage at diagnosis
among blacks and whites in North Carolina. Urology 1999;53:1194-9.

Demark-Wahnefried W, Paulson DF, Robertson CN, Anderson EE, Conaway MR, Rimer BK. Body
dimension differences in men with or without prostate cancer. Journal of the National Cancer Ingtitute
1992,84:1363-4.

. Demark-Wahnefried W, Conaway MR, Robertson CN, Mathias BJ, Anderson EE, Paulson DF.

Anthropometric risk factors for prostate cancer. Nutrition and Cancer 1997;28:302-7.

Demark-Wahnefried W, Halabi S, Paulson DF. Serum androgens: associations with prostate cancer risk
and hair patterning. Journa of Andrology 1998;19:631.

Lee Wr, McQuellon RP, Case LD, de Guzman AF, McCullough DL. Early quality of life assessment in
men treated with permanent source interstitial brachytherapy for clinically localized prostate cancer.
Journd of Urology 1999;162:403-6.

. Potosky AL, Legler J, Albertsen PC, Stanford JL, Gilliland FD, Hamilton AS, et a. Health outcomes

after prostatectomy or radiotherapy for prostate cancer: results from the Prostate Cancer Outcomes Study.
Journal of the National Cancer Ingtitute 2000;92:1582-92.

195



44. Stanford JL, Ferg Z, Hamilton AS, Gilliland FD, Stephenson RA, Eley JW, et d. Urinary and sexua
function after radical prostatectomy for clinicaly localized prostate cancer: the Prostate Cancer
Outcomes Study. Journa of the American Medical Association 2000;283:354-60.

45, Talcott JA, Rieker P, Loughlin KR. Patient-reported impotence and incontinence after nerve-sparing
radical prostatectomy. Journd of the National Cancer Institute 1997;89:1117.

196



Prostate Cancer Goals, Objectives, and Strategies

Goal 1:
To educate men and their families about prostate cancer and issues related to
screening and treatment.

Targets for Change by 2006:

1. Increase the percentage of men aged 40 and older who have discussed prostate cancer screening with
their doctor in the last year overall from 40% to 60%. For African-American men, increase this
percentage from 35% to 60%.

2. Monitor the percentages of all men and of African-American men who have had digital rectal exam
(DRE) and prostate-specific antigen (PSA) testing in the past year. At the present time, no targets have
been set for screening. If the evidence regarding screening changes between 2001 and 2006, targets will
be set.

On thefollowing pages,
** indicatesobjectivesand strategiesthat arefocused on racial, ethnic, socioeconomic,
educational, or age-related disparities.

Objective 1
To inform men about their persona risk for developing prostate cancer. Specific emphasis will be placed on
men at high risk (African-American men and those with a family history of the disease). **

Strategies

1

Identify, or develop, and distribute pamphlets in physician waiting rooms, health departments, and other
provider Sites.

Use the North Carolina Medical Journal with tear-out educationa materials as a vehicle to provide copy-
ready materias to primary care physicians for distribution to patients.

Plan a public education campaign that utilizes high-profile men of different ethnicities to increase
awareness about the need to be informed about prostate cancer.**

Encourage men, especially African-American men, to participate in Prostate Cancer Awareness Week
activities (free Prostate Specific Antigen tests and Digital Rectal Exams). **

Utilize community health outreach organizations to communicate information to men about their persona
risk for prostate cancer to men and to refer for free Prostate Specific Antigen tests and Digital Recta
Exams where appropriate and desired. **

Implement and deliver interventions to physicians offices that are proven to effectively communicate
accurate information to men and their families about screening and trestment options.
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Objective 2
To encourage timely and appropriate follow up of abnormal Prostate Specific Antigen (PSA) test results. If
results are abnormal, men should be apprised of their trestment options.

Strategies
1. Provide materias to providers to assist them with educating men and their families about their treatment
options.

2. Facilitate rapid dissemination of information about new treatment options and the effects of treatments to
physicians.

3. Providetear-out sheetsin theNorth Carolina Medical Journal to facilitate dialogue between men and their

primary care physician.

Objective 3
To provide suggestions to providers on how to communicate with patients and their families about their risk
for developing prostate cancer.

Strategies
1. Participate in annua statewide physician meetings to include talks and displays on prostate cancer.

2. Providetear-out sheetsin theNorth Carolina Medical Journal to facilitate dialogue between men and their
primary care physician.

3. Add information to medical school curricula to train students in how to discuss prostate cancer with
patients and their families.

Objective 4
To encourage men to participate in efforts aimed at prostate cancer prevention.

Strategies

1. Identify centers within North Carolina that are participating in prostate cancer chemoprevention studies
(SELECT, PCPT) and disseminate this information to physicians and organizations to alert men of these
opportunities.

2. Distribute materials to SELECT clinical centers to facilitate recruitment to these studies.

3. Test strategies to encourage African-American men to join these studies.

4. Encourage the development and initiation of new chemoprevention studies.

Objective 5

To continue monitoring the evidence for or againgt prostate cancer screening and modify recommendations
and targets as appropriate.
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Strategies
1. Gather and review studies on the efficacy of prostate cancer screening.

2. Present annua updates on information gathered to the Early Detection Subcommittee.

Goal 2:

To coordinate data collection and programmatic efforts with existing or
ongoing studies and programs being implemented across the state. (See
Coordination)

Partner Organizations The following partner organizations will contribute to the imple-
mentation of strategies shown (listed as Objective, Strategy). All strategies are Goal 1.

American Cancer Society: 1.1, 1.3P*, 2.1P, 1.4, 1.5, 2.1, 2.2

Brody School of Medicine at East Carolina University: 1.1, 1.5, 3.3, 4.4

Cancer Information Service: 1.1, 1.3, 1.5, 2.1, 2.2, 4.1, 4.2

Comprehensive Cancer Center of Wake Forest University: 4.4

Duke Comprehensive Cancer Center: 4.4

Duke University School of Medicine: 1.1, 1.5, 4.4

North Carolina Academy of Family Physicians: 1.2, 3.1, 3.2

North Carolina Advisory Committee on Cancer Coordination and Control-Early Detection Subcommittee: 1.1P,
1.2P, 1.3P, 1.5P, 2.1P, 2.2P, 2.3P, 3.1P, 3.2P, 4.1, 4.2P, 4.4P

North Carolina Advisory Committee on Cancer Coordination and Control-Prevention Subcommittee: 4.2P,
4.4P

North Carolina Advisory Committee on Cancer Coordination and Control-Early Detection Subcommittee-
Prostate Cancer Workgroup: 5.1P, 5.2P

North Carolina Cancer Control Program: 1.3

North Carolina Divison of Aging: 1.3

North Carolina Medica Society: 1.2, 2.1, 2.2, 2.3, 31, 3.2, 4.1

North Carolina Office of Hedthy Carolinians. 1.5

North Carolina Primary Health Care Association: 1.2, 3.1, 3.2

UNC Lineberger Comprehensive Cancer Center: 4.4

UNC Lineberger Comprehensive Cancer Center-Patient and Family Resource Center: 1.1, 1.3, 2.1

UNC School of Medicine: 1.1, 1.5, 4.4

Us Too Internationa: 1.1, 1.3, 1.4, 2.1

Wake Forest University School of Medicine: 1.1, 1.5, 3.3, 4.4

* Pindicates Principal Agency
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Endometrial cancer (cancer of theinner lining of the uterus, also called uterine
cancer) is now the most frequently diagnosed gynecol ogical malignancy in the
United Sates, following the significant declinein the numbers of patients with

cervical cancer.

Overall, about 6% of all new cancers diagnosed
in women originate within the uterus, however, only
2% of cancer deaths will be related to uterine
malignancy.! The peak incidence is between age 58
and 60 years.

Since the 1970s, the incidence of
endometrial cancer has been decreasing
in the United States. Incidence has
decreased from a high of 33 per 100,000
women to a present low of approximately
20 per 100,000 women. During this
period, there has been no change in the
risk factors for endometrial cancer and,
unfortunately, no significant
improvement in survival.?

It is estimated that about 36,100
women in the United States will be
diagnosed with endometrial cancer in the year 2000
and 6,500 women will die of the disease® In North
Carolina, 807 women were diagnosed with endometrial
cancer in 1998 and 191 women died of the disease*
Projectionsfor the year 2000 indicate that an estimated
1,110 women in North Carolina would be diagnosed
with endometrial cancer and an estimated 185 women
would die of the disease.*

Inthe United States, risk for endometrial cancer
among African-Americans appearsto be similar to that
among Caucasians for more virulent endometrial
cancers, however, therisk among African-Americans
is lower than that of Caucasians for less virulent,
hormone-related endometrial cancers.® It has been
suggested that the increased incidence of low-grade
endometria cancers may be due to socioeconomic
factors or other factors that have not yet been
identified.®> Risk for mixed mesodermal tumors of the
uterusis higher anong African-Americans.® Thereare
also racia differences regarding the stage at the time
of diagnosis. Most of the cases in the Caucasian

In some reports,
overall survival for
stage | endometrial
cancer is over 90%.
Good outcomes can
also be achieved in

mor e advanced

stages.

population (75%) are diagnosed while ill confined
to the uteruswhilethefigures are different for African-
American women- localized cancer is present at the
time of diagnosis in only 51%.* African-Americans
tend to have cancers of poor differentiation or high
risk tissue types, which tend to be
diagnosed in advanced stages.” The
incidence of endometrial cancer is
lower among Native Americans,
although there are considerable
geographic differences. Endometrial
cancer is the fifth most frequently
diagnosed type of cancer anong Native
American women and Hispanic
women, but ranks fourth among
Caucasians®

There are three types of
endometrial cancer. The endometrioid typeis seenin
90% of the cases and is caused mainly by unopposed
estrogen exposure. Inthe second type, the cancer grows
from the surface epithelium and is often associated
with a very thin endometrium. These cancers, which
aremainly of papillary seroustype, appear very smilar
to ovarian cancer and have apoor outcome dueto early
spread of disease.® A third type of endometrial cancer,
mixed mesodermal tumors of the uterus, is
characterized by a combination of different malignant
tissues. The prognosis for the mixed mesodermal type
is worse than that for the endometrioid type.

In some reports using comprehensive staging
and aggressive therapy, the overdl surviva for stage
1 endometrial cancer (cancer confined to the uterus)
is over 90%. Good outcomes can aso be achieved in
more advanced stages, such as 95% survival in patients
with stage 2 endometrial cancer (cancer confined to
uterus and cervix)° and 81% survivd in patients with
stage 3C (cancer spread outside the uterus) endometria
cancer with lymph node metastasis.* These staging and
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treatment options should be available to al women in
the United States.

Although the survival after treatment for
endometrial cancer is quite good in many patients,
there is room for improvement. Between 1989 and
1995, 96% of Caucasian women with localized
endometrial cancer survived but only 80% of African-
Americanwomendid. Thefiguresfor regional disease
are 67% vs. 41%, respectively, and for distant
metastasis, the figures are 28% vs. 12%.! These
outcomes mainly seem to be due to poorer prognostic
factors among African-Americans with endometrial
cancer. In addition, some reports also detect a
significant difference regarding adequacy and
aggressiveness of treatment.*? If treatment resultsare
adjusted for stage and tumor type, race does not appear
to influence survival.’? This statement has been
disputed, however.®* Much research is still needed to
separate lifestyle-related and socioeconomic factors
from the questionable influence of race. The overall
cancer survival ratesarelower in Hispanicsand Native
Americans when compared to the Caucasian
population.*4

Risk Factorsfor Endometrial Cancer

Most of the risk factors for endometrial cancer
are related to the hormonal environment. The risk
factorsfor premenopausa endometria cancer are early
age of menarche, episodesof irregular or absent uterine
bleeding, no pregnancies, obesity, and inactivity. Risk
factorsfor postmenopausal endometrial cancer include
exposure to unopposed estrogen through production
in fatty tissue or medication (e.g. tamoxifen), obesity,
diabetes later in life, and hypertension. “Unopposed
estrogen” refersto estrogen whose effect on the uterus
is not counteracted by progesterone. These four
featuresrelate to the most frequent type of endometria
cancer, the endometrioid type.*

All factors that lead to an unopposed estrogen
effect increase therisk of endometrial cancer. Thiscan
occur in several ways. Estrogen can be produced
endogenoudly, for example, through conversion of
androgtenedionein thefatty tissue, through anovulation
or polycystic ovarian disease, or through a hormone
producing ovarian tumor such as a granulose cell
tumor. Polycystic ovarian disease as well asirregular
and infrequent menstruation are the most important
endometrial cancer risk factorsfor young women, even
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in the fourth decade of life. Exogenous hormones
likewise can increase the risk of endometria cancer.
Initially, hormonal replacement therapy was given
using estrogen aone, and an increased incidence of
endometrial cancer was seen in the mid-1970s. The
addition of progesterone reduces this risk. Evaluating
patients who participate in a prepaid hedth plan, it
was noted that there was a significant decrease in the
incidence of endometrial cancer after increasing use
of progesterone with estrogen in hormone replacement
regimens.® A 1995 meta-analysis showed that there
wasasubstantia increasein risk for endometrial cancer
with long duration of unopposed estrogen use, and the
increased risk persists for several years after
discontinuation of estrogen use.!’” The meta-anadysis
a so showed that there was agtatistically nonsignificant
elevation in mortality risk for users of unopposed
estrogen.

Medication with tamoxifen, which is frequently
used for the trestment and most recently also for the
prevention of breast cancer, may increase the risk of
endometrial cancer. However, regarding the extent,
there are different reports in the literature and most
studies are significantly flawed.'® The data from the
NSABP 14 trid **aswell asthe NSABPL1 trid *°reveal
only a dightly higher risk of endometrial cancer. A
cancer registry study from Sweden did not identify a
significant risein theincidence of endometrial between
the years of 1958-1993 in breast cancer patients, in
spite of widespread use of tamoxifen during the later
years. ! Endometria polyps develop more frequently
during medication with tamoxifen, and in some reports
the incidence of malignant polyps is also increased.??
A mutation in the pTEN gene has been implicated in
thisform.2® Variants of the estrogen receptor gene may
be associated with an altered risk of endometrial
cancer.?* Mutationsin the P53 gene are frequent in the
second type of endometrial cancer. Risk factors for
the third type of endometrial cancer, mixed
mesodermal tumorsof the uterus, arethe same asthose
for the endometrioid type.

Family history is a minor risk factor for
endometrial cancer. The risk in a woman is
significantly increased if her mother developed the
disease at an early age. In many of thesefamiliesthere
isaso anincreased risk for other malignancies, mainly
colorectal, so that an association with the hereditary
nonpolyposis colorectal carcinoma syndrome is

possible?®
High consumption of fatty foods may increase



the risk of endometria cancer, as observed in studies
from Hawaii. On the other hand, high intake of
vegetables, fruit, soy and plant estrogen may decrease
the risk of endometrial cancer.?® Thiseffect, however,
is evident mainly in women who were never pregnant
or never used a post-estrogen treatment, however, so
it seems that this is a minor influence. These
differences in food intake may account for some of
the racial imbalance regarding therisk for endometrial
cancer.

Other gynecologic risk factors are aso related
to effects of the endocrine system. A higher number
of pregnancies and especialy a pregnancy later in life
can significantly reduce the risk of endometrial
cancer.?” A multinationa report noted a significant
decreased risk of endometrial cancer for women on
combination oral contraceptives, especially on
preparations with a high progesterone content.?® This
has been confirmed in several other studies, and along-
term protective effect has been observed.?® Other
contraceptive devices have lessinfluence. Regarding
the IUD, two case-control studies showed conflicting
data regarding whether its use influences risk. 303

Smoking decreases the risk of endometrial
cancer through its influence on the blood hormone
concentration.®232 Thereare conflicting dataregarding
the importance of exercise. Findly, a definite relation
of endometria cancer risk to alcohol intake could not
be noted in a case control study from the United
States.®

Symptoms of Endometrial Cancer

Most endometrial cancers cause symptoms such
as irregular cycles or persistent menometrorrhagia
(prolonged and irregular uterine bleeding) in the
premenopausa patient, postmenopausal bleeding or
brownish discharge. Only 5% of the endometrial
cancers are detected while still asymptomatic.
Symptoms of advanced disease include pain and signs
of abdominal or systemic spread. Eighty-seven percent
of dl endometrioid lesons are diagnosed at stage 1 or
2, whereas only 62% of al papillary serous lesions
and 74% of all clear cell lesions are diagnosed at stage
lor23s

Evaluation of the Endometrium

The best noninvasive method for evauation of
the endometrium is the transvagina ultrasound with
measurement of the endometria thickness. If the
endometrium is less than 4 to 5 mm in thickness, the
risk of endometrial hyperplasia or malignancy is
minimal. The average thickness of an endometrial
cancer is18 mm. Other indications of maignancy seen
with this diagnostic exam are fluid collection within
the cavity, irregular lining, or abnormalities of the
ovaries. The exam, however, is not yet accurate
enough to replace the endometrid biopsy.*®* MRl isas
effective?”-3° but CT scanisnot asgood for evaluation
of the endometrium. Both tests are adequate to screen
for metastatic disease in the rare patient who will not
undergo surgery.

Endometria cytology has not been shown to be
an effective screening tool asit is not sensitive enough
for the diagnosis of precancerous lesions. In
endometrial cancer, the architectural pattern of the
leson is very important and a cytological sample is
not sufficiently accurate. Although the Pap smear is
not a screening tool for endometrial cancer, it can aide
inthe diagnosis. If a postmenopausal women is noted
to have normal endometria cells on Pap smear, her
risk of endometria pathology including hyperplasia
and malignancy is substantial. If the endometria cells
appear abnormal, the risk of further problems is as
high as 50%.%° In Iceland, attending a screening visit
with Pap smears and gynecological exam increased
the yearly diagnosis of endometrial cancer and overall
survival. This improvement is attributable mainly to
discussion of early symptoms and further evaluation
at time of the screening visits rather than to the
evaluation of the Pap smear.*!

The endometria biopsy is the mainstay for the
diagnosis of endometrial cancer. In the vast majority
of patients, it is easy to perform in the office with mild
to moderate discomfort. A variety of different
instruments are available, mainly relying on suction
or brushing to obtain atissue specimen. The accuracy
approaches 95%. A Dilatation and Curettage (D& C)
should be performed if there are discrepant results
regarding ultrasound and biopsy or if an examination
under anesthesia will prove to be of further benefit.
Hysteroscopy allows for visualization of the
endometrium, which unfortunately is not a very
accurate assessment. The main benefit isthe directed
biopsy of alocalized lesion, which makes hysteroscopy
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a more accurate test; the probability that the
hysteroscopy will show a negative result when no
cancer is present (negative predictive value) is higher
than that of a D&C. It should be noted that, during
hysteroscopy, the inside of the uterus needs to be
distended to alow for examination. As a result, there
is a possibility that cancer cells could be pushed
through the tubes into the abdomen. This has been
shown in several studies. However, it is not clear
whether thisis of prognostic importance.*?

Screening for Endometrial Cancer

Screening of the general population for
endometrial cancer is not cost effective for the
following reasons: 1) early symptoms and frequent
early diagnosis with good treatment results already
occur; 2) lower prevalence of the disease when
compared to other malignancies that are screened for
currently (5 per 1,000 asymptomatic women above age
45); 3) difficult accessibility of precursor lesions;
4) suboptimal sensitivity and specificity of noninvasive
screening tests (ultrasound); 5) the necessity of an
invasive procedure in order to obtain a histologic
sample, causing discomfort; and 6) the higher cost of
screening tests.

Even for women at increased risk, it isnot clear
whether screening is, overal, beneficid. There are
no data to prove the efficacy in patients with morbid
obesity or diabetes, but in these patients screening
could be considered. The progesterone challenge test
has been advocated to identify patients at very high
risk for hyperplasia or malignancy. 1f bleeding occurs
after medication with progesterone for 10 days in
postmenopausa women, histologic evauation of the
endometrium is recommended.*®* The negative
predictive value approaches 100% in several small
studies. Even in patients taking tamoxifen, a definite
benefit of routine screening has not been seen. Inthis
patient population, ultrasound is not an effective
evaluation technique as endometrial thickness is
mainly related to the duration of tamoxifen therapy.
If a thickness above 5 mm is regarded abnormal, a
D&C still reveals atrophy in about 49% of the
patients.** Therefore surveillance should include close
atention to early symptoms and yearly pelvic exams
with Pap smear.

There is no evidence that screening biopsies
prior to estrogen replacement therapy or hysterectomy
are worthwhile in asymptomatic patients; however,
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even minor symptoms should be evaluated. In the
postmenopausal patient with a uterus taking estrogen
replacement therapy, every effort should be made to
add progesterone to theregimen. If that isnot possible,
screening with ultrasound and endometrial biopsy
every six to twelve monthsisimperative. For the same
reason, premenopausal patients with infrequent
menstruation need to receive regular trestment with
progestational agents to prevent endometrial
thickening. If that isnot possible, endometria biopsies
are necessary. As arule, endometrial biopsy should
be done on dl patients with irregular uterine bleeding,
age 35 or older. It may be necessary even in younger
patients if they present with symptoms and have risk
factors.

Reducing the Risk for Endometrial
Cancer

Many of the risk factors leading to endometrial
cancer are amenableto prevention. In premenopausal
women it is important to treat episodes of
oligomenorrhea (irregular or rare periods) with regular
progesterone medication. The beneficial effect of
combination ora contraceptive should be explained
to al women to aleviate the fear that hormones cause
cancer. The dietary risk factors, but also obesity and
lack of exercise, arereduced by acceptance of ahealthy
lifestyle. In postmenopausal patients, estrogen-only
replacement therapy should be avoided. Progesterone
medication should be of adequate dosage and duration,
at least 12 days per month.

Patient Education

The first step in improving the outcome for
patients with endometrial cancer is adequate patient
education that stresses the importance of immediate
evauation of all episodes of postmenopausal bleeding
or persistent irregular cycles in the premenopausal
woman. Elderly women often do not see a
gynecologist on a regular basis and are embarrassed
to talk about vagina bleeding. The primary care
provider, who sees these women more frequently for
the treatment of age-related medical problems, has a
gresat opportunity to ask about symptoms and to discuss
early warning signs and risk factors. A short
gynecologic history not only improves detection of

endometrial cancer, but also cervical and vaginal
cancer. This opportunity is often missed. Raising



awareness of the problem by instructing peer groups
and socia leaders in the community is another option.
In severa programs, socia support interventions have
been more successful than purely educational
programs. Socia networks have been shown to exert
a positive influence on cancer screening behavior.#®
In addition, other health care providers such as
community nursesor church nurses should beinvolved
in the educational process. These interventions may
reduce barriersto early evaluation such asanxiety, lack
of communication skills and lack of knowledge.

Provider Education

As stated earlier, the primary care provider has
the best opportunity to instruct women regarding
warning signs and risk factors and to ask about early
symptoms. The primary care provider prescribing
estrogen replacement therapy hasto beinformed about
the importance of including progesterone in adequate
doses and duration. Lastly, al physicians should take
endometrial cancer seriously. Although the outcome
is often good, there is room for improvement. Many
patients with endometrial cancer are not staged
appropriately and do not receive optimal therapy.
Adequate surgery and staging biopsies are important
to plan postoperative therapy. |If these resources are
not available in the community, referral should be
considered. After adequate staging, further
postoperative therapy often is not necessary, but if
needed it can be tailored to the individua Stuation of
the patient. Unnecessary therapy leading to patient
discomfort, long term complications, and increased
cost can be avoided, whereas patients with high risk
lesionsreceive aggressive therapy leading to improved
results.

Accessto Care

All women should be assured that diagnosis and
treatment isavailable, evenin the absence of insurance,
and information regarding support services should be
disseminated. Transportation to aclinic for screening
and treatment often is a significant problem. In
addition, a fatalistic attitude often reduces utilization
of available services. Third, al women should be
knowledgeable about the preventable risk factors of
endometrial cancer, mainly unopposed estrogen
medication, oligomenorrhea, and obesity. In this
respect it is important to emphasize the protective

effect of oral contraceptives.
Summary

Endometrial cancer is the most frequently
diagnosed gynecological malignancy in the United
States, with agood prognosisin many cases. Thereis
still room for improvement, especidly with regard to
treatment resultsin minority populations and adequacy
of staging. Universal screening at this point is not
cost effective, but efforts should be concentrated on
patient education regarding risk factors, warning signs
and early symptoms as well as access to hedlth care.
All hedlth care providers should bewel | informed about
appropriate estrogen replacement regimens.
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Endometrial Cancer Goals, Objectives, and Strategies

Goal 1:

To monitor ongoing research regarding the possible efficacy of screening/detection
methods for endometrial cancer and form and distribute recommendations as
warranted by such research. Monitoring of research and formulation of
recommendations will focus on general-risk populations and on high-risk populations.

Objective 1
To report every six months to the Early Detection Subcommittee on the status of research and screening
recommendations for endometrial cancer.

Strategies
1. Gather and review studies of the methods and efficacy of endometrial cancer screening

2. Monitor the position statements of national and state-level organizations.

Goal 2:
To promote awareness of the signs and symptoms of endometrial cancer.

Objective 1
To obtain information for developing awareness initiatives.

Strategies
1. Work with agencies to obtain appropriate awareness and education materials.

2. Work with universities to obtain appropriate awareness and education materials.

Objective 2

To link with ongoing events to promote awareness of the signs and symptoms of endometrial cancer.
Strategies

1. Distribute awareness and education materias at health fairs and other public events.

Goal 3:
To coordinate data collection and programmatic efforts with existing or ongoing studies
and programs being implemented across the state. (See Coordination)
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Partner Organizations The following partner organizations will contribute to the
implementation of strategies shown (listed as Goal, Objective, Strategy).

Brody School of Medicine at East Carolina University: 2.1.2

Cancer Information Service: 2.1.1

Duke University School of Medicine: 2.1.2

North Carolina Academy of Family Physicians: 1.1.1, 1.1.2

North Carolina Advisory Committee on Cancer Coordination and Control-Early Detection Subcommittee:
1.1.1P*%,1.1.2P, 2.1.1P, 2.1.2P, 2.2.1P

North Carolina Cancer Control Program: 2.1.1, 2.2.1

North Carolina Council for Women: 2.2.1

North Carolina Medical Society: 1.1.1, 1.1.2, 2.1.1, 2.2.1

North Carolina Nurses Association: 2.1.1, 2.2.1

North Carolina Women's and Children’s Health Section-Women's Hedlth Branch: 2.1.1, 2.2.1

UNC School of Medicine: 2.1.2

UNC School of Public Health-Department of Health Behavior and Health Education: 2.1.2

Wake Forest University School of Medicine: 2.1.2

* Pindicates Principal Agency
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Each year approximately 30,000 new cases of oral and pharyngeal cancer
occur in the United Sates, and 8,000 people die fromthisdisease.! Oral and
pharyngeal cancer isresponsible for more new cancer cases and more cancer
deathsthan cancers of the cervix, stomach, pancreas, kidney and leukemia

combined.!

Oral cancer includes cancers of thelips, tongue,
floor of mouth, palate, gingiva and aveolar mucosa,
bucca mucosaand oropharynx. In North Carolina, oral
cancer is the 8" most common cancer, the 4" most
common among minority maes, and
the 3" most common among all
males.? Between 1993 and 1997, the
average oral cancer mortality rate for
North Carolina was 2.9/100,000
population, ranking North Carolina
13" in the nation for oral cancer
mortality, and representing an 11.5%
excessinthe state’ soral cancer death
rate compared to the nationa rate.®
Reflecting national trends, oral cancer in North
Carolina occurs 3 times more commonly among men
than among women, and twice as commonly among
minorities as among whites? The average age at
diagnosis of ord cancer is 60 years.®

Despite recent advances in surgery, radiation,
and chemotherapy, only about half of all persons
diagnosed with ora cancer survive five years, with
whites (five-year survival=56%) faring better than
African Americans (five-year survival=34%).3
Although the surviva rates for many other cancers
(e.g., breast, colorectal) have improved over the past
two decades, thefive-year survival ratesfor oral cancer
have hardly changed. In fact, ora cancer five-year
survival rates among minorities have declined since
the mid-1970' s® While detecting ord cancer at an early
stage improves surviva, over 50% of al patients with
oral cancer present with regional or distant spread, and
80% of African Americans present at theselate stages.®

Risk Factors

About three quarters of oral cancers are

About three quarters of
oral cancersare
attributed to tobacco
use, either smoked or
smokeless.

attributed to tobacco use, either smoked or smokel ess.*
North Carolina has one of the highest rates of
smokeless tobacco use in the country, particularly
among minorities, and the highest rate of female
smokel esstobacco use.® Using tobacco
in combination with excess alcohol
consumption greatly increases the risk
of developing oral cancer.® Other risk
factors for oral cancer include older
age, occupational exposures, sun
exposure (for lip cancer), and the
presence of oral leukoplakia or
erythroplasia, which are premalignant
ord lesons. In addition, HIV-positive
individuas are at increased risk for intraoral Kapos’'s
sarcoma and non-Hodgkin’s lymphoma.®

Screening

Although there is good evidence that persons
with early stage oral cancer have improved survival,
no randomized controlled trial has evaluated the
efficacy of screening in improving oral cancer
mortality. In addition, neither the abbreviated oral
physical exam typical of most patient-physician
encounters, nor the more extended, detailed oral exam
advocated by oral cancer authorities has been evaluated
for sengitivity, specificity and positive predictive vaue
asascreening test for oral cancer.®

Nationaly, 15% of adults reported having ever
had an oral cancer examination.” Of these, 48% (7.2%
of the adult population) had the exam in the past year,
and 31% (4.65% of the adult population) had the exam
within the past 1 to 3 years. Respondents who were
white, above the poverty level, had greater than high
school educational attainment and had more
knowledge regarding oral cancer risk factors were

215



likely to have had an oral cancer exam.

Despite the paucity of data demonstrating the
efficacy of screening in improving oral cancer
mortality, the Oral Cancer Working Group of the
Centers for Disease Control and Prevention
recommends that state and national efforts to reduce
oral cancer morbidity and mortality should focus on
primary prevention and early detection.* Since older
individuals (who are at grestest risk for developing
ora cancer) are more likely to vigt their physicians
than their dentists in any given year? primary care
physicians must assume more of a role in counsdling
their patients regarding tobacco and a cohol cessation,
in examining the oral cavity for suspicious lesions,
and in referring patients to appropriate specidists for
management.*

Given the strong link between tobacco and
acohol useand ora cancer, screening might be focused
among patients who use these substances, with
particular attention paid to minorities.® This is
especially important in North Carolinawhere high rates
of smokeless tobacco use and oral cancer mortality
coexist among minority groups.® Statewide efforts to
prevent and control oral cancer should aso include
public health campaigns to raise public awareness of
oral cancer and its link to tobacco use and heavy
alcohol consumption; continuing education for health-
care professionals on the prevention and
multidisciplinary management of oral cancer; and
organizational approachesto reducing oral cancer such
as developing collaborative arrangements between
private and public sectors that have an interest in oral
cancer control .

Summary

The Early Detection Subcommittee plans to
monitor research developments related to screening
for oral cancer and will form recommendations as
warranted by a review of the evidence. The
Subcommittee aso places high priority on promoting
awareness of the signs and symptoms of oral cancer.
The following objectives and strategies have been
selected to accomplish those aims.
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Oral Cancer Goals, Objectives, and Strategies

Goal 1:

To monitor ongoing research regarding the possible efficacy of screening/detection
methods for oral cancer and form and distribute recommendations as warranted by
such research. Monitoring of research and formulation of recommendations will focus
on general-risk populations and on high-risk populations.

Objective 1
To report every six months to the Early Detection Subcommittee on the status of research and screening
recommendations for oral cancer.

Strategies
1. Gather and review studies on the efficacy of oral cancer screening.

2. Monitor the position statements of nationa and state-level organizations.

Goal 2:
To promote awareness of the signs and symptoms of oral cancer.

Objective 1
To obtain information for developing awareness initiatives.

Strategies
1. Work with agencies to obtain appropriate awareness and education materials.

2. Work with universities to obtain the appropriate awareness and education materials.
Objective 2

To link with ongoing events to promote awareness of the signs and symptoms of oral cancer.
Strategies

1. Distribute awareness and education materias at health fairs and other public events.

Goal 3:
To coordinate data collection and programmatic efforts with existing or ongoing studies
and programs being implemented across the state. (See Coordination)
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Partner Organizations The following partner organizations will contribute to the
implementation of strategies shown (listed as Goal, Objective, Strategy).

Cancer Information Service: 2.1.1, 2.1.2

North Carolina Academy of Family Physicians: 1.1.1, 1.1.2, 2.1.1, 2.2.1

North Carolina Advisory Committee on Cancer Coordination and Control-Early Detection Subcommittee:
1.1.1P*, 1.1.2P, 2.1.1P, 2.1.2P, 2.2.1P

North Carolina Cancer Control Program: 1.1.2

North Carolina Health Promotion and Disease Prevention Section-Tobacco Prevention and Control Branch:
221,211

North Carolina Medical Society: 1.1.1, 1.1.2, 2.1.1, 2.2.1

North Carolina Nurses Association: 2.1.1, 2.2.1

North Carolina Ora Hedlth Section: 1.1.1, 1.1.2, 2.1.1, 2.2.1

UNC School of Public Health-Department of Health Behavior and Health Education: 2.1.2

* Pindicates Principal Agency

219



220



e

e - i
ﬁﬂm.. T




222



Ovarian cancer will strike an estimated 23,100 women in the United Statesin
the year 2000 and will cause an estimated 14,000 deaths.* In North Carolina,
projections for the year 2000 show an estimated 750 new cases of ovarian
cancer and an estimated 390 deaths from the disease.?

Ovarian cancer isthe sixth most common cancer
(other than skin cancer) in women and comprises about
one-fourth of all gynecologic cancers, but causes more
deaths than any cancer of the female reproductive
system. Itisthefifth-leading cause of cancer-related
deaths for women in the United States.

Seventy-eight percent of ovarian cancer patients
survive one year after diagnosis. The
five-year surviva rate of all stages is
about 50%. If diagnosed and treated
early, the rate is 95%, yet only about
25% of all cases are detected at the
localized stage. Five-year survival rates
for women with stage 3 or 4 disease are
30% and 19%.3

Symptoms

Ovarian cancer is often without obvious signs
or symptoms and thus 70% of women with ovarian
carcinoma present with advanced disease. However,
the mgjority of women with ovarian have at least one
symptom,* and symptoms are most often the reason
for the physician visit that leads to diagnosis. Possible
symptoms have been categorized as abdomina (77%),
gastrointestinal (70%), pain (58%), constitutional
(50%), urinary (34%), and pelvic (26%).* Specificdly,
symptoms may include: persistent gas, nausea, or
indigestion; increased frequency or urgency of
urination (or in some women, difficulty urinating) in
the absence of infection; irregular bowel activity (e.g.,
congtipation or diarrhed); unexplained weight gain or
loss, particularly weight gain in the abdomind region;
pain during intercourse; pelvic or abdominal
discomfort, such as heaviness, pressure or pain;
bloating or feding of fullness; abnorma menstrua or
vagind bleeding or discharge; |oss of appetite; ongoing
fatigue; distended or hard abdomen; papable lump/
mass in the abdomen; and backache.

Women with symptoms may delay seeking

Currently, there
are no validated
screening tests for
ovarian cancer.

medicd care, thinking that the symptoms are due to
aging, menopause, siress, or some other more common,
less serious condition. Providers, as well, may not
consider the possibility that symptoms may be
attributable to ovarian cancer, leading to delayed
diagnosis. Some studies *° have found that patient-
related or physician-related delay in diagnosis were
associated with later stage disease and/
or poorer survival, while other studies
have not.5’

Risk Factors

Risk of ovarian cancer increases
with age and over half of al cases occur
in women over age 65. Ovarian cancer

mainly affects white women. Other main risk factors
for ovarian cancer include: afamily history of ovarian
or breast cancer, a personal history of breast or
endometrial cancer, no or few pregnancies, and
exposure to talc.® Various dietary factors, such as
Vitamin D, are being examined as possible causes of
ovarian cancer.®

With regard to family history, women who have
afirgt-degree rlative with ovarian cancer (mother or
sister) represent a high risk group.® Data from seven
case-control studies combined with data from the
NCI's Survelllance, Epidemiology, and End Results
(SEER) Program showed that women with a positive
family history had a 9.4% lifetime risk of developing
ovarian cancer.’® This compared to a lifetime risk
ranging from 0.6% to 3.5% for women who did not
have a mother or sister with ovarian cancer; among
these women, risk was greater for those who had had
no pregnancies and had not used oral contraceptives.°
In addition, being part of a family with certain
hereditary syndromes predisposes women to ovarian
cancer. Syndromes include ovarian, breast-ovarian,
and Lynch 2 syndrome (HNPCC). Lynch 2 syndrome
occurswhen Lynch 1 syndrome (familia colon cancer)
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is accompanied by familial breast, ovarian,
endometrial, gastrointestinal and genitourinary cancer.

Prior use of oral contraceptives and parity
(having been pregnant) have been found to be
protective for ovarian cancer. According to
Whittemore (1994),2 two hypotheses have been
postulated to explain the observed reduction in risk
associated with pregnancy and oral contraceptive use.
The first asserts that some sequelae of ovulation raise
the risk of maignancy, and that pregnancies and ora
contraceptive use are protective because they suppress
ovulation. The second hypothesis positsthat circulating
levels of pituitary gonadotropins increase the risk of
malignancy, and that pregnancies and oral
contraceptives are protective because they suppress
secretion of these hormones. Whittemore (1994) notes
that there is evidence to support both hypotheses, as
well as evidence that conflicts with them.

Other conditions associated with low parity that
have been shown to alter ovarian cancer risk include
infertility and hysterectomy.*! Although infertility and
inability to conceive have been reported to be
associated with an increased risk of epithelial ovarian
cancer, other studies have reported that a life-long
irregular menstrual pattern is negatively associated
with the risk of ovarian cancer, supporting the view
that anovulation may be protective.? Whittemore et
a. (1992b)*% and Rossing et d. (1994)4 reported data
suggesting that there is an association between the use
of fertility drugs and ovarian cancer that might explain
the association with infertility. These studies suggest
that ovulation induction and the hyperstimulatory
effects of fertility medications on the ovary increase
the risk of ovarian cancer.

Someinvestigators have suggested an dternative
explanation for these findings and have proposed that
the abnorma hormona environment experienced by
infertile women, rather than exposure to the drug,
would explain this apparent association.'*>1¢ Data
from case-control studies show that having had atubal
ligation or hysterectomy is associated with a small
decrease in the risk of developing ovarian cancer.'”18
An earlier menopause'’ or hormonal changes such as
lower estradiol and progesterone levels resulting from
tubal ligation or hysterecomy may explain these
associations 111718

Screening

Currently, there are no validated screening tests
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for ovarian cancer, athough studies are underway to
determinewhether existing tests reduce mortality from
this cancer.!® Three modalities have been utilized to
detect ovarian tumors: the pelvic examination,
transvaginal ultrasound (TVUS)?° and the CA-125
blood.2*22 The transvaginal or transabdominal
ultrasonography is being investigated as a primary
screening mechanism. 2 Also being studied is a
multimodal strategy using serum levels of CA125
tumor marker as the initia indicator and, if CA125
levels are elevated, transvagina ultrasonography as
the secondary testing mode.?® Transvaginal
ultrasonography provides higher quality images than
transabdominal ultrasonography.?*

To date, none of these tests has been
demonstrated to reduce mortality from ovarian
cancer.?®> Themagjor problemswith these methods are
unacceptably high levels of either false negatives
(pelvic exams) or false positives (TVUS and CA-125).
Theformer leads to the failure to diagnose early stage
tumors, while the latter leads to unnecessary follow-
up tests (laparascopy) and worry/anxiety among
women tested. A study currently being conducted in
the United Kingdom will provide data from high-risk
women who have been screened with various
combinations of tests.?

In contrast to cervical cancer and breast cancer,
there are no established precursor lesions for ovarian
cancer and the incidence of ovarian cancer is rare
compared to cancers for which screening is effective.
Finally, there is evidence that invasive epithelial
ovarian cancer may be so aggressive that prevention
may be the best avenue to pursue.?®

Prevention

Prevention strategiesfor thiscancer arefew. As
noted by Whittemore (1994), few of the risk factors
for ovarian cancer are amenable to modification except
ora contraceptive use and tubal ligation. It isimportant
to highlight findings showing that use of oral
contraceptivesfor at least four yearsmay prevent more
than haf of all ovarian cancers.®

Some women with strong family histories of
ovarian cancer (i.e., having a mother or sister with
ovarian cancer) are choosing to receive prophylactic
remova of their ovaries (oophorectomy).2” Whilethis
procedure reduces a woman's risk of developing
ovarian cancer, asmal risk gtill exists. About 10% of
ovarian cancer cases are thought to have agenetic basis.



Women with either genes BRCA1 or BRCA2
have a 15-30% lifetime risk of developing ovarian
cancer.?’” These women, once identified, might be
candidates for removal of their ovaries. Although it
has been noted that current evidence does not warrant
use of genetic testing for the BRCA1 and BRCA2
mutations asthe principa method of predicting ovarian
cancer,2® the American College of Obstetricians and
Gynecologists (ACOG) Committee on Genetics has
stated that such testing might be beneficial for patients
who have astrong family history of ovarian cancer or
afamily member with aBRCA .2 However, therehave
been reports of ovarian-like peritoneal carcinomas
among women who have had oophorectomies?® and
loss of estrogen leading to osteoporosis is another
possible complication.® A better understanding of
genetic and environmental interactions that produce a
cancer are needed.

Summary

Themost crucia need for controlling this cancer
is effective prevention or early detection in high-risk
women. The Early Detection Subcommittee plans to
monitor developments in these important research
realms and will form recommendations as warranted
by areview of the evidence. The Subcommittee also
places high priority on promoting awareness of the
signs and symptoms of ovarian cancer. The following
objectives and strategies have been selected to
accomplish those aims.
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Ovarian Cancer Goals, Objectives, and Strategies

Goal 1:

To monitor ongoing research regarding the possible efficacy of screening/detection
methods for ovarian cancer and form and distribute recommendations as warranted
by such research. Monitoring of research and formulation of recommendations will
focus on general-risk populations and on high-risk populations.

Objective 1
To report every six months to the Early Detection Subcommittee on the status of research and screening
recommendations for ovarian cancer.

Strategies
1. Gather and review studies on the methods and efficacy of ovarian cancer screening.

2. Monitor the position statements of national and state-level organizations.

Goal 2:
To promote awareness of the signs and symptoms of ovarian cancer.

Objective 1
To obtain information for developing awareness initiatives.

Strategies
1. Work with agencies to obtain appropriate awareness and education materials.

2. Work with universities to obtain appropriate awareness and education materials.
Objective 2
To link with ongoing events to promote awareness of the signs and symptoms of ovarian cancer.

Strategies
1. Distribute awareness and education materias at health fairs and other public events.

Goal 3:
To coordinate data collection and programmatic efforts with existing or ongoing studies
and programs being implemented across the state. (See Coordination)
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Partner Organizations The following partner organizations will contribute to the
implementation of strategies shown (listed as Goal, Objective, Strategy).

Brody School of Medicine a East Carolina University: 2.1.2

Cancer Information Service: 2.1.1

National Ovarian Cancer Codlition: 2.2.1

North Carolina Academy of Family Physicians: 1.1.1, 1.1.2, 2.1.1, 2.2.1

North Carolina Advisory Committee on Cancer Coordination and Control-Early Detection Subcommittee:
1.1.1P*, 1.1.2P, 2.1.2P, 2.1.1P, 2.2.1P

North Carolina Cancer Control Program: 2.1.1, 2.2.1

North Carolina Council for Women: 2.2.1

North Carolina Medical Society: 1.1.1, 1.1.2, 2.1.1, 2.2.1

North Carolina Nurses Association: 2.2.1

North Carolina Women's and Children’s Health Section-Women’s Hedlth Branch: 1.1.2, 2.2.1

UNC School of Medicine: 2.1.2

UNC School of Public Health-Department of Health Behavior and Health Education: 2.1.2

Wake Forest University School of Medicine: 2.1.2

* Pindicates Principal Agency

229



230






232



For a discussion of skin cancer prevention, please refer to the Prevention-Ultraviolet

Radiation Protection section.

An estimated 48,000 cases of invasive malignant melanoma and 30,000 cases of
melanoma in-situ will be diagnosed in the U.S. in the year 2000.* The number
of newly diagnosed cases of malignant melanoma isincreasing in Caucasian
populationsin the United Sates, and the rate of increaseis greater than for any

other form of cancer .2

Malignant melanoma is the most deadly form
of skin cancer. Melanomas are tumors that originate
from pigment (melanin) - producing cdlls. When the
tumor cells are confined to the upper
layers of the skin, the melanomas are
caled in-situ.  When the tumors grow
beneath the skin, the melanomas are
caled invasive. An estimated 48,000
cases of invasive malignant melanoma

North Carolina has
one of the highest
mortality rates for

in the same period was 10.6 per 100,000 per year.®
However, the number of new diagnoses is increasing
steadily; in 1991, there were 786 persons newly
diagnosed with maignant melanoma in
North Carolina, while in 1997, the
number of new diagnoses was 1,177.
Projections for the year 2000 show an
estimated 1,220 new cases of malignant
melanoma and an estimated 225 degths

and 30,000 cases of melanomain-situ will malignant from the disease.® In North Carolina,
be diagnosedinthe U.S. inthe year 2000.* melanoma in the  98% of casesarewhite, and 2% are other
The number of newly diagnosed cases of nation. racia groups. Approximately haf are

malignant melanoma is increasing in

Caucasian populations in the United States, and the
rate of increase is greater than for any other form of
cancer.? Inthe 1930's, the lifetime risk of malignant
melanoma was 1 in 1,500 in the U.S. The lifetime
risk in the year 2000 is 1 in 74.2In the United States,
about one fourth of melanoma patients are diagnosed
before the age of forty.® Thus, the years of life lost
from melanoma are higher than for most other forms
of cancer.

The number of newly diagnosed cases of
melanoma is lower among African Americans and
Hispanicsthan among Caucasians. However, African
Americans are often diagnosed with later stage
malignant melanomas. A high proportion of
melanomas in African Americans occur on the soles
of the feet and have a poor prognosis.* It is also
important to carefully examine the pamsand nail beds
of African Americans.

The age-adjusted incidence of malignant
melanoma in the United States between 1990-95 was
12.2 per 100,000 persons per year.®> The age-adjusted
incidence of malignant melanoma in North Carolina

maleand haf arefemale. Although most
cases are among those aged 50 and over, a significant
proportion occur in persons aged 30 or younger (5%,
or about 60 cases per year). North Carolinahas one of
the highest mortality rates for maignant melanomain
the nation, ranking second among femaes and third
among males.’

Risk Factors

Risk factors for malignant melanoma have been
studied predominantly among Caucasians. Factorsthat
increase risk include a history of sunburn (especidly
during childhood), presence of multiple moles (as few
as 20 moles increase risk), presence of moles with
atypical features, history of melanomain afirst-degree
relative, fair skin (blue/green eyes, blond or red hair,
light complexion, and inability to tan), a history of
non-melanoma skin cancers (such as basal cell and
squamous cell carcinoma) and immune suppression.®
Recent studies have shown that sunlight exposure
increases the risk of malignant melanoma in African
Americans.® Use of tanning beds has been linked to
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increased risk of melanoma, especially among persons
who are sengitive to sunlight.©

Currently, the best way to prevent malignant
melanoma is sun protection: avoiding midday sun,
regular use of physical barriersto the sun such as hats
and other clothing aswell asumbrellas and other forms
of shade, and use of broad-spectrum sunscreen. Itis
not clear which types of sun protection are the most
effective for lowering risk of melanoma; therefore, a
combined approach isrecommended.'! Unfortunately,
according to a recent survey, only one third of North
Carolina beach goers report regular application of
sunscreen or use of protective clothing at peak hours
of sun exposure.*?

Early detection

Early detection is extremely important for
malignant melanoma. The five-year survival for
patients with melanomas thinner than 1 mm in depth
is 94%, while the five-year survivd is only 50% for
pati ents diagnosed with melanomas greater than 3 mm
in depth. Due to loss of growth control, melanomas
often grow in an irregular manner. Using criteria
known astheABCD system, melanomas can often be
recognized. These criteria for identifying melanomas
are. Asymmetry, Border Irregularity, Color Variation
(often shades of red, blue, brown or black), and
Diameter (greater than 0.6 cm, the size of a pencil
eraser). In addition, a change in a pre-existing mole
or the development of a new mole should dert the
individua to the possibility of melanoma. Meanomas
can be flat or raised, and they are usually
asymptomatic. Bleeding and ulceration are often signs
of advanced disease.

Regular self-examination of the skin using a
step-by-step procedure helps to identify melanomas
when the lesions are thin and potentialy curable.t3A
recent study suggested that skin self-examination
lowered risk of melanoma* but further research is
needed. Melanomas are more common on sun-
exposed areas of the skin, but they also occur on
covered areas of the body (placesthat are not exposed
to the sun). Melanomas often occur on aress of the
body that are difficult to examine, including the scalp,
the back and the back of the legs.

Skin examination by a physician helps to find
melanoma at an earlier stage, especially for areas of
the body that are difficult to examine. However,
randomized, controlled clinica trials have not proven

234

that the death rate from melanoma is lowered due to
regular skin examinationsby aphysician.*® Therefore,
experts do not agree on how often skin examinations
should be performed.*®* Most experts agree that fair-
skinned persons at high risk for melanoma (persons
with a family or persona history of skin cancer,
persons with multiple or atypica moles) should be
examined by a physician or other trained observer
every year beginning in childhood. Self-examination
can supplement physician examination by identifying
suspicious changes in between or in the absence of
physician examination. Persons who know what skin
changesto look for can identify what should or should
not be followed up with professona medical attention.

Recommendations vary on skin examination for
the general population. The American Cancer Society
recommendsthat total skin examination by aphysician
be conducted every 3 years for persons aged 20-39
and annually after age 40. The American Academy of
Dermatology recommends annual screening for all
patients. The U.S. Preventive Services Task Force'’
the Australian Cancer Society, and the International
Union Against Cancer recommend regular screening
only for high-risk persons. The American College of
Preventive Medicine also recommends periodic skin
examinations targeted at high-risk populations®® Al
experts agree that skin examination by a trained
observer should be performed whenever a person
noticesasuspicious or changing moleontheskin. Skin
examination takes only a few minutes, and it is safe
and easily tolerated.

Unfortunately, the magjority of adults in North
Carolina do not undergo skin examinations by a
physician or practice regular self-examination of the
skin (North Carolina BRFSS, 1999). The most
common reasons for failure to undergo regular skin
examination include lack of knowledge about the
importance of early detection of skin cancer (the
ABCD rules), anxiety about skin cancer, and economic
barriers to obtaining health care.*® People in North
Carolina are exposed to the sun through a variety of
recreational and occupational activities. Therefore,
skin examination is an important health behavior for
North Carolina residents to learn and to discuss with
their physicians.

Summary

The Early Detection Subcommittee plans to
monitor research developments related to screening



for malignant melanoma and will form
recommendations as warranted by a review of the
evidence. The Subcommittee aso places high priority
on promoting awareness of the signs and symptoms
of malignant melanoma. The following objectives and
strategies have been selected to accomplish thoseaims.
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Skin Cancer Goals, Objectives, and Strategies

Goal 1:

To monitor ongoing research regarding the possible efficacy of screening/detection
methods for skin cancer and form and distribute recommendations as warranted by
such research. Monitoring of research and formulation of recommendations will focus
on general-risk populations and on high-risk populations.

Objective 1
To report every six months to the Early Detection Subcommittee on the status of research and screening
recommendations for skin cancer.

Strategies
1. Gather and review studies on the methods and efficacy of skin cancer screening.

2. Monitor the position statements of national and state-level organizations.

Goal 2:
To promote awareness of the signs and symptoms of skin cancer.

Objective 1
To obtain information for developing awareness initiatives.

Strategies
1. Work with agencies to obtain appropriate awareness and education materials.

2. Work with universities to obtain appropriate awareness and education materials.
Objective 2

To link with ongoing events to promote awareness of the signs and symptoms of skin cancer.
Strategies

1. Didgtribute awareness and education materials at health fairs and other public events.

Goal 3:
To coordinate data collection and programmatic efforts with existing or ongoing studies
and programs being implemented across the state. (See Coordination)

238



Partner Organizations The following partner organizations will contribute to the
implementation of strategies shown (listed as Goal, Objective, Strategy).

American Cancer Society: 1.1.1, 1.1.2,2.1.1, 2.2.1

Blue Ridge Cancer Codlition: 2.1.1

Cancer Information Service: 2.1.1

Center for Corporate Health: 2.1.1, 2.2.1

Eastern Carolina Cancer Codlition: 2.1.1

North Carolina Academy of Family Physicians: 1.1.1, 1.1.2, 2.1.1, 2.2.1

North Carolina Advisory Committee on Cancer Coordination and Control-Early Detection Subcommittee:

1.1.1P*,1.1.2P, 2.1.1P, 2.1.2P, 2.2.1P
North Carolina Cancer Control Program: 1.1.1, 1.1.2
North Carolina Council for Women: 2.1.1
North Carolina Department of Public Instruction: 2.1.1
North Carolina Divison of Child Development-Workforce Section: 2.1.1
North Carolina Division of Radiation Protection: 2.1.1
North Carolina Medica Society: 1.1.1, 1.1.2, 21.1, 2.2.1
North Carolina Nurses Association: 2.1.1, 2.2.1
North Carolina Recreation and Parks Society, Inc.: 2.1.1, 2.2.1
UNC School of Public Health-Department of Health Behavior and Health Education: 2.1.2

* Pindicates Principal Agency
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Early and accurate diagnosis of testicular cancer is of the utmost importance.
Survival, despite improvementsin the treatment of advanced disease, isstill
better for those diagnosed at an early stage.

Testicular cancer is the most common form of
cancer occurring in American men between the ages
of 15 and 35. The peak incidence of testicular cancer
is between the ages of 25 and 35, at 14/100,000 men.*
Caucasians are at a higher risk for testicular cancer
than other races; the incidence of testicular cancer in
African-American men is less than one fifth that of
white men.

Overall, testicular cancer is a relatively
uncommon malignancy, with an annud incidence in
the United States of 4/100,000 men. For the nation, in
the year 2000 there will be an estimated 6,900 new
cases of testicular cancer, and an estimated 300 deaths.?
In North Carolina, projections for the year 2000 show
an estimated 200 new cases of testicular cancer and
an estimated 5 deaths.*

Testicular cancer has become one of the most
curable solid maignancies. Prior to 1970, testicular
cancer was associated with a survival rate of 64%.
Currently, the survival rate of those patients diagnosed
with testicular cancer, for all stages, is greater than
95%.* This dramatic improvement reflects improved
diagnostic methods, tumor marker detection,
chemotherapeutic regimens, and surgical techniques.®

Screening

Early and accurate diagnosis of testicular cancer
is of the utmost importance. Survival, despite
improvements in the treatment of advanced disease,
is gill better for those diagnosed at an early stage.®
The two principal screening techniques are physician
palpation of the testes and self-examination of the
testes by the patient. Reinforcing testicular self-exam
can be performed by many types of health care
professionals (e.g. nurses, nurse practitioners, etc.).
Detection of a testicular mass congtitutes a positive
test.

Data are lacking on the sensitivity, specificity,
or postive predictive value of testicular examination
in asymptomatic persons, whether performed by

providers or by patients.” In addition, no studies have
been conducted on whether screening for testicular
cancer improves survival.” Therefore, the current
recommendation of the U.S. Preventive Services Task
Force is that there is insufficient evidence to
recommend for or against routine screening of
asymptomatic men for testicular cancer by physician
examination or patient salf-examination.’

Men with a history of undescended testes or
testicular atrophy are at much greater risk for testicular
cancer.” Dataare lacking on whether screening in this
population improves outcome.” The U.S. Preventive
Services Task Force recommends that these high-risk
men be informed of their increased risk of testicular
cancer and counseled about the optionsfor screening.’

There are still improvements that can be made
in reducing the mortality of this disease.
Unfortunately, delays in the diagnosis of testicular
cancer are common and well documented. These
delays are both patient- and physician-mediated.
Patients with symptoms of testicular cancer, such as
testicular swelling or testicular pain, may delay visiting
the physician due to ignorance, embarrassment, fear
of cancer, or fear of emasculation.® Severa studieshave
hypothesized that adelay in presentation to aphysician
was aso related, in part, to a lower socioeconomic
status and a lower educationa level.*® Physicians
delay in the detection of malignancy most often results
from the misdiagnosis of the testicular tumor as an
infection, areaction to trauma, ahydrocele, or abenign
tumor.

Given the fact that patients diagnosed with
localized disease have asurvival rate greater than 98%,
versus a survival rate of less than 75% for those
diagnosed with distant disease, it is apparent that the
delay in diagnosis must be reduced. Severa recent
studies have demonstrated that young men are
generally unaware that they are at risk for testicular
cancer. Simple educational materia has been shown
to be effective in increasing awareness of testicular
cancer.® Aswell, physicians need to be reminded that
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testicular masses should be viewed as malignant until
proven otherwise. With such education of both patient
and physician, there is a greater possibility of a cure
for testicular cancer.

Summary

The Early Detection Subcommittee plans to
monitor research developments related to screening
for testicular cancer and will form recommendations
as warranted by future evidence. The Subcommittee
aso places high priority on promoting awareness of
the signs and symptoms of testicular cancer. The
following objectives and strategies have been selected
to accomplish those aims.
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Testicular Cancer Goals, Objectives, and Strategies

Goal 1:

To monitor ongoing research regarding the possible efficacy of screening/detection
methods for testicular cancer and form and distribute recommendations as warranted
by such research. Monitoring of research and formulationof recommendations will
focus on general-risk populations and on high-risk populations.

Objective 1
To report every six months to the Early Detection Subcommittee on the status of research and screening

recommendations for testicular cancer.

Strategies
1. Gather and review studies on the methods and efficacy of testicular cancer screening.

2. Monitor the position statements of national and state-level organizations.

Goal 2:
To promote awareness of the signs and symptoms of testicular cancer.

Objective 1
To obtain information for developing awareness initiatives.

Strategies
1. Work with agencies to obtain appropriate awareness and education materials.

2. Work with universities to obtain appropriate awareness and education materials.

Objective 2

To link with ongoing events to promote awareness of the signs and symptoms of testicular cancer.
Strategies

1. Distribute awareness and education materias at health fairs and other public events.

Goal 3:
To coordinate data collection and programmatic efforts with existing or ongoing studies
and programs being implemented across the state. (See Coordination)
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Partner Organizations The following partner organizations will contribute to the
implementation of strategies shown (listed as Goal, Objective, Strategy).

Brody School of Medicine a East Carolina University: 2.1.2

North Carolina Academy of Family Physicians: 1.1.1, 1.1.2, 2.1.1, 2.2.1

North Carolina Advisory Committee on Cancer Coordination and Control-Early Detection
Subcommittee: 1.1.1P*, 1.1.2P, 2.1.1P, 2.1.2P, 2.2.1P

North Carolina Cancer Control Program: 1.1.2, 2.1.1, 2.2.1

North Carolina Medical Society: 1.1.1, 1.1.2, 2.1.1, 2.2.1

North Carolina Nurses Association: 2.1.1, 2.2.1

North Carolina Office of Minority Health: 2.1.1

UNC School of Medicine: 2.1.2

UNC School of Public Health-Department of Health Behavior and Health Education: 2.1.2

Wake Forest University School of Medicine: 2.1.2

* Pindicates Principal Agency
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Each year, over 32,000 North Carolinians are diagnosed with cancer. 1n 1997,
an estimated 127,500 of the State’ sresidents were under medical treatment for
the disease.! The goal of cancer treatment isto curethe patient or control the
progression of the disease while maintaining the highest quality of life possible.

The National Cancer Ingtitute has articul ated the belief
that cancer mortality can be significantly reduced
through the widespread application of state-of-the-art
treatments.2 New cancer therapies have resulted in
improved survival and even cure for many patients
over the past severa decades. State-of-the-art therapies
include advances in bone marrow transplantation,
brachtyherapy, and cytoreductive techniques, as well
as the development of multi-modality strategies, or
combinations of surgical, radiation, and drug
treatments. With the use of multi-
modality strategies, both surgery and
radiation therapy have become more
directed and less disfiguring.

Other treatment advances include
gene manipulation and development of
new drugs that are injurious to cancer
cells but preserve normal cells. New
breakthroughs in gene therapy over the
past ten years have led to over 400
approved gene therapy clinical trias in the U.S. Of
these, 60% have been focused on cancer treatment. In
addition, within the past decade, adjuvant therapy has
been shown in clinicd trids to substantialy enhance
surviva prospects for children with solid tumors and
women with breast cancer. Furthermore, National
Cancer Ingtitute studies comparing the mortality of
cancer patients enrolled in clinical trid protocols to
patients who were not enrolled have shown reduced
mortality for clinica tria participants. Clinical tria
designs have become more sophisticated so that trids
can be stopped earlier and efficacious therapies
diffused faster. These advances have contributed to
enhanced survival, improved quality of life, increased
compliance with prescribed treatments, and decreased
morbidity for many cancer patients. The President’s
Cancer Panel has called for enhanced dissemination
and adoption of interventions demonstrated to be
efficacious in clinicdl trias?

Cancer is acomplex, chronic disease that often
requires intensive use of heath-care services and

Cancer is a complex,
chronic disease that
often requires
intensive use of
health-care services
and technologies.

technologies. Thus, the cancer patient may have
multiple needs, including access to practitioners,
facilities, and servicesthat provide optimal care during
treatment. To reduce the burden of cancer in North
Carolina, care must be avail able, affordable, accessble,
and state-of-the art. The mission of the Care
Subcommittee is to determine the extent to which
cancer patientsin the State have accessto appropriate
care and to identify strategies to improve access to
care where improvement is needed. Specificaly, the
Care Subcommittee evaluates issues
related to the geographic distribution and
availability of high-quality services,
financia access, quality of care issues
such as pain control, palliative care, and
survivorship needs. Survivorship
encompasses follow-up care, long-term
side effects of cancer care such as
fatigue and lymphedema, and the
psychologica and emotiona impact of
this disease on survivors and their families. The
Subcommittee also assesses public and provider
awareness of the needs of cancer patients. Finaly, the
Care Subcommittee monitors emerging research aress
that impact cancer care, such asgeneticsand dternative
and complementary medicine. The overal intent of
the Subcommittee is to identify and address gaps that
exist in the delivery of care and support services.
Evaluation of cancer care issues was gresatly
aided when, in 1995, the North Carolina General
Assembly appropriated funds that expanded the data
collection and reporting efforts of the Central Cancer
Registry to include first course of treatment. This
enhanced data collection has alowed patterns of care
a the state level to be systematically studied. For
example, preliminary work has shown North Carolina
to have one of the lowest rates of lumpectomy with
radiation therapy for treatment of early stage breast
cancer in the nation. The expanded Central Cancer
Registry datawill allow this and other practice pattern
issues, such as the treatment of colon cancer, to be
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identified and compared to the accepted standard of
care set forth by the National Cancer Ingtitute. This
data will greatly facilitate ascertainment of the extent
to which cancer patients are receiving optimal care.

The recent addition of clinical trials data
elementsto the North Carolina Central Cancer Registry
represents another important advancement in North
Carolina s monitoring ability. The additional variables
indicate whether patients were enrolled in NCI-
approved clinica trial protocols. These data elements
will allow State researchers and public health officids
to determine the extent to which cancer patients are
being enrolled in clinical trials, ascertain the
characteristics of those patients, and monitor theimpact
of managed care and other delivery system changes
on clinicd trids. Currently, the completeness of the
dataislimited, as some smaller facilitiesare not aware
of their patients' clinical trial involvement.

Since 1996, the Care Subcommittee of the
Advisory Committee on Cancer Coordination and
Control has taken steps to identify barriers to care
through a comprehensive assessment of care issues
and hasinitiated efforts to address these barriers. The
Subcommittee has focused on four areas of concern
identified in theNorth Carolina Cancer Control Plan
1996-200L

- Financia Accessto Care

- Accessto Pain Control

- Education and Awareness of Care
- Geographic Availability of Care

Thefollowing is a brief summary of accomplishments
over the past five years.

Financial AccessEfforts1996-2001:

To reduce barriers to care, it is necessary to
address financial access to clinical trial protocols,
alocation of North Carolina Cancer Control Program
resources, and access to health insurance coverage for
both patients and survivors for treatment and
continuing care.

In 1997, the Subcommittee conducted a review
of current hedlth insurance legidation and insurance
reform efforts to identify provisions that promote
coverage of NCl-approved clinica trials and state-of -
the-art therapy. The review reveded that legidative
efforts range from a treatment to treatment approach
to comprehensive approaches and that, although state
efforts have proved to be helpful, it is Federa law,
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including amendments to the Employee Retirement
Income Security Act (ERISA), that will ensure
coveragefor clinica tridsin all hedth insurance plans.
In 2000, President Clinton announced that Medicare
will revise its payment policy to reimburse the routine
patient care costs of clinical trials. In addition, the order
spearheads an educational campaign aimed at
Medicare beneficiaries and providers and directs the
U.S. Department of Health and Human Services to
track Medicare clinical trials spending. However, this
policy change removes only a portion of the barriers
to participation. 63 percent of al cancer patients are
older than 65, yet this group comprises just 33 percent
of enrollees in cancer clinical trials.

In 1997, the Care Subcommittee conducted a
study investigating the extent to which cancer patients
are denied coverage of NCl-approved clinical trials
by public or private insurers.* The study found that
patients in managed care plans were less likely to be
enrolled in clinica trias than patients with fee-for-
service coverage, and that patients in managed care
planswere no morelikely to be enrolled than Medicare,
Medicaid, self-pay, or other coverage patients. Patient
refusal, a substantial reason for non-enrollment,
pointed to the need for continued efforts to educate
physicians and the public about the value of clinica
trias.

A dgnificant improvement in cancer patients
access to state-of -the-art care was achieved in 1999,
when abill introduced by Senator T.L. Odom became
law in North Carolina (G.S. 135-40). The statute
requires that the State Employees and Teachers
Comprehensive Mgjor Medica Plan provide coverage
for patient costs incurred as a result of treatment
provided in a clinical trial. The statute applies to
clinica trids for al cancers and for life-threatening,
degenerative or permanently disabling conditions.
Despite these improvements in financial access to
cancer carein North Carolina, more assistance will be
required in the coming years, especialy for low-
income patients. In addition, al North Carolinians must
be made aware of the financial assistance availableto
them.

Pain Control Efforts 1996-2001:

Fear of uncontrolled cancer pain is frequently
cited as a barrier to the early diagnosis and treatment
of cancer. Diagnosed cancer patients often are unaware
that control of cancer pain is not only possible, but the
right of every cancer patient. Health care providers



are frequently unaware of the most effective pain
management techniques, and too often are unaware of
the extent of their patients pain. To promote awareness
among patients, family members, and health-care
professionals of effective management strategies for
cancer pain, the Care Subcommittee supported the
activities of the North Carolina Cancer Pain Initiative.

These efforts included:

Production and distribution of over 3000 copies
of avideo on successful pain management, entitled
“Living without Cancer Pain: A North Carolina
Success Story”

Review of the North Carolina statutes, rules and
regulations by the Practice Board Review
Committee, which found no significant statutory
or regulatory barriers to pain management

Coordination of focus groups to identify barriers
to pain management for persons living with cancer
pain

Implementation of a survey of pain management
barriers in home health and hospice groups
Creation and production of an Annual Cancer Pain
Control Awareness Week campaign with
information kits containing posters, newspaper
articles, public service announcements, videos, and
brochures. The kits were distributed to hospitals,
hospices, home health and CAP agencies and
nursing homes.

Receipt of 501(3)(C) status for the Cancer Pain
Initiative

Formation of the Pain Consultation Service

Digtribution of more than 6000 copies of the
Agency for Health Care Policy and Research
practice guidelines to hospitals, pharmacies, home
health providers, hospices, private practice offices,
radiation therapy facilities, and American Cancer
Society offices throughout the state.

Education and Awar eness Efforts 1996-2001:

In 1998, the Care Subcommittee conducted a
needs assessment of health-care practitionersto assess
awareness of telephone information services, clinical
trials, support programs and transportation services.
Based on the findings, recommendations were made
to: publicize the 1-800-4-CANCER number; consider
the Internet for clinical tria education; use persona
testimony of a patient who had asuccessful experience
with clinical trials, combined with statistics and
information concerning the advances in medical

knowledge produced by clinical research; and appeal
to altruism by emphasizing that patients will help
themselves and others by participating in a clinica
trial.

Focus groups were conducted with patients to
determine their information needs and the results
showed that patients move through stages in their
readiness to process information and that it would be
beneficial for providersand patientsto take these stages
into consideration when educating their patients.

In1999, Dr. Roger Anderson of Wake Forest
University conducted a survey to determine interests
by primary care physicians in Continuing Medical
Education on cancer topics. Findings indicated that
thereisahigh demand for genera topics such as cancer
screening, updates on diagnostic skills, and high risk
detection. Specific topics for which there was a high
level of interest included patient and family support,
pain management, treatment options, and genetic
susceptibility.

In 1996 the Cancer Information Service had an
“abandonment” rate of 30%, which was a barrier for
North Carolinians seeking information from the 1-800-
4-CANCER number. Since that time, upgrades
provided to the Cancer Information Service in both
telecommunications and computing equipment have
enabled a reduction in the busy signal and an
elimination of the abandonment rates, which currently
is 0%. The service can now accommodate substantial
promotion of the 1-800-4-CANCER number in North
Carolina.

Since clinica trials are considered the primary
means of identifying the most effective cancer
treatments for the future, there is great interest in
bringing about the positive community perspective on
cancer clinical trias that is thought to be instrumental
for increasing enrollment into trias. In 1999 and 2000,
the Advisory Committee on Cancer Coordination
Control, the National Cancer Ingtitute, and the Cancer
Information Service jointly conducted a statewide
educationa campaign focusing on the value of clinical
trials in cancer prevention, early detection, and
treatment. The goal of the educational workshopswas
to increase community awareness and knowledge of
cancer clinical trials. Using materials provided by the
National Cancer Institute, eleven train-the-trainer
sessions have been conducted. The sessions were
targeted toward community members who had
organizational ties or who were visible in their
respective communities. Nurses and local health
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educators were also encouraged to attend. The
workshops provided participants with a basic
understanding of clinical trials and included
information on how the trials are conducted, myths
about clinical trials, the cancer research process, and
“red life’ challenges associated with clinical trids.
The workshop also explored ideas about how to
participate in clinical trials outreach and advocacy in
loca communities.

Geographic Availability and Access Efforts 1996-
2001:

In 1999, the Care Subcommittee partnered with
East CarolinaUniversity to coordinate cancer services
in the eastern part of North Carolina. The god of the
effort is to establish networks or linkages among rural
providersand urban cancer centers so that optimal care
ismore accessibleto rural cancer patients. The Eastern
Carolina Cancer Coalition wasformed to carry out this
important initiative.

In 2000, the Care Subcommittee collected data
from the statewide Care-Line directory of health-care
services and the American Cancer Society to ascertain
the geographic distribution of transportation services
for North Carolinians with medical care needs. These
services are provided by both public and private
sources. A noteworthy improvement in availability of
medica transportation servicesisthe expansion of the
American Cancer Society’ s Road to Recovery program
from 13 units in 1996 to 52 county-based units
currently.

Summary

The Care initiatives implemented to fulfill the
objectives and strategies specified in the North
Carolina Cancer Control Plan 1996-2001 centeredon
issues of financial access, access to pain control,
geographic availability, and education and awareness.
In addition to a continued focus in these four areas,
this second edition of the North Carolina Cancer
Control Plan adds genetics, alternative and
complementary medicine, lymphedema, and
survivorship as priorities for the Care Subcommittee' s
efforts. Identifying and alleviating racia, ethnic and
socioeconomic disparities in access to and quality of
care is an important focus of the new Plan. The
objectives and strategies outlined in the sections that
follow have been formulated to address the current
barriers to cancer care in the state, so that all North
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Caralinians diagnosed with cancer have accessto, and
are aware of, treatment and support services.
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Education and Awareness

Overall Goal

To strengthen public and provider awareness of the needs of cancer patients and their
families as well as the availability of programs and services that support cancer
patients and survivors, including programs that foster knowledge of genetic risks of

cancer
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Fifty yearsago, only 20 percent of cancer patients|ived five years after
diagnosis. Asof 1996, 60 percent survivetheir disease for five years or longer,
according to the National Cancer Institute’ s (NCI) Surveillance, Epidemiol ogy,
and End Results (SEER) data. Thus, issues pertaining to cancer patient quality
of life, rehabilitation, and preservation of function have becomeincreasingly
important to lessen the impact of this disease and save livesin North Carolina.

Counseling, support groups, and techniques for
symptom management al may influence the quality
of life of the cancer survivor. Advances in the
management of the disease haveled to more favorable
attitudes toward cancer and less fear of treatment for
the disease among the public. Since the early 1970's,
the National Cancer Institute has disseminated cancer
information to the public and health-care providers
through its Office of Cancer Communications. Based
on the success of such programs as the Cancer
Information Service, the Physician Data Query
Database, and the Special Populations Networks to
support outreach to the underserved, the National
Cancer Ingtitute has concluded that the public as well
as health-care providers are accepting of this
information. The American Cancer Society and
community-based cancer programs aso have been
instrumental in increasing public and provider
awareness of the disease. In evaluating public
acceptance of the Cancer Information Service, the
Nationa Cancer Institute has documented an increased
volume of calls as well as increasingly sophisticated
guestions, suggesting that the public has become more
informed about cancer.* The National Cancer Institute
has pointed to this growing acceptance and use of
cancer information as indicative of a heightened
“cancer consciousness’ among the U.S. public.

The President’ s Cancer Panel has stated the high
priority of enhancing education and awareness in the
nationa cancer agenda. Inits1999 report, The National
Cancer Program: Assessing the Past, Charting the
Future,? the Panel outlined three key
recommendations. The Panel is conducting a series of
regional meetings to learn from communities about
the cancer care ddlivery challengesthey face and how

they are being addressed. The recommendations are:

(1) “Actions must be taken to remove barriers that
prevent the benefits of research and quality cancer care
from reaching al populations. Specificaly:

- It is the responsibility of legidators and
policymakers to enact laws and policies needed
to ensure access to quality cancer carefor all,
including evidence-based interventions across
the spectrum of cancer prevention and care, and
participation in quality clinica trias.

- Mechanisms are needed to ensure that public and
private health care payers have accessto,
understand, and accept sound scientific evidence
concerning the benefit of cancer careinterventions
of al types, such that these services are
incorporated into the standard of care for all.

- Both the public and hedlth professionals must
become more aware of the cancer problem and
what we currently know about prevention and all
aspects of care. This should be accomplished
through culturdly appropriate public education
targeting children and adults, enhanced medical
school curricula, and continuing medical
education.

(2) Public pressure must be brought to bear in
recruiting to the national cancer effort sectorsthat have
not perceived themselves to have arole in the cancer
problem; these sectors include agriculture, the media,
the food industry, other industry, and trade; and
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(3) Thecurrent and future cancer workforce¥a
researchers and care givers of all types¥srequires
greater training and expertise in prevention,
rehabilitation, cancer control, communications, the use
of new technologies, end of life care, and other areas.”

While North Carolina possesses e ements of a
sound infrastructure for disseminating cancer
information, there isroom for improvement. Certainly,
effortsto raise public awareness must take into account
the State' s changing demographics, including growing
populations of Asian and Hispanic North Carolinians
as well as a sizable segment of the population that is
functiondly illiterate. In 1999, the Care
Subcommittee conducted a needs
assessment of health-care practitioners
to assess awareness of telephone
information services, clinical trials,
support programs and transportation
services. The findings included
recommendations to: publicize the 1-
800-4-CANCER number; consider use
of the Internet for clinical trials
education; use persond testimony of a
patient who had a successful experience
with clinical trials combined with
datistics and information concerning the
advances in medical knowledge produced by clinical
research; and appedal to atruism by emphasizing that
patients will assist themselves and other by
participating in a clinica trid.

Alsoin 1999, the Care Subcommittee conducted
aseriesof focus groupswith patientsto determinethelr
information needs. The results showed that patients
move through stages in their readiness to process
information and that it would be beneficial for
providers and patients to take these stages into
consideration when educating their patients. There
were also special recommendationsto aid in educating
newly diagnosed patients.® The Care Subcommitteeis
investigating the feasibility of providing information
cards ligting toll-free cancer information telephone
numbers and a summary of state health insurance
protection mechanisms for consumers. The
Subcommittee is also exploring the use of Internet
home pages to provide a summary of current cancer
control programs, services, and activities in the state.

In 1996, the Cancer Information Service had an
“abandonment rate” of 30%, which was a barrier for
North Carolinians seeking information from the 1-800-
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Thereisgreat interest
in bringing about the
positive community
per spective on cancer
clinical trials that is
thought to be
instrumental for
increasing enrollment
into trials.

4-CANCER number. Since that time, upgrades
provided to the Cancer Information Service in both
telecommunications and computing equipment have
enabled a reduction in the busy signal and an
elimination of the abandonment rate, which currently
is 0%. The service can now accommodate substantial
promotion of the 1-800-4-CANCER toll-free number
in North Carolina. The Care Subcommitteeisexploring
the feasibility of a small study to track the resolution
of financial assistance calls to both the Cancer
Information Service and the American Cancer Society.

Since clinica trials are considered the primary
means of identifying the most effective cancer
treatments for the future, there is great
interest in bringing about the postive
community perspective on cancer
clinical trials that is thought to be
instrumental for increasing enrollment
into trials.* In 1999 and 2000, the
Advisory Committee on Cancer
Coordination Control, the National
Cancer Institute, and the Cancer
Information Service jointly conducted
a statewide educational campaign
focusing on the vaue of clinical trids
in cancer prevention, early detection,
and treatment. The goal of the
educational workshops was to increase community
awareness and knowledge of cancer clinical trials.
Using materials provided by the National Cancer
Institute, eleven train-the-trainer sessions have been
conducted. The sessions were targeted toward
community members who had organizationa ties or
who were visible in their respective communities.
Nurses and local health educators were also
encouraged to attend. The workshops provided
participantswith abasic understanding of clinical trias
and included information on how the trials are
conducted, myths about clinical trials, the cancer
research process, and “red life” challenges associated
with clinical trids. The workshop also explored ideas
about how to participate in clinical trias outreach and
advocacy in loca communities.

Survey to AssessDemand for Continuing Education
Programs on Cancer—Related Topics Among
Primary Care Physicians

Health-care practitioners, especially those in
rural and underserved areas, need to be apprised of



current cancer therapies and resources, including
information on where and how to obtain these
resources for their patients. A survey completed in
1999 by Roger Anderson of Wake Forest University
indicated that although there is less than 20% interest
in continuing medical education for any one topic,
thereisahigh demand for generd topics such as cancer
screening, updates on diagnostic skills, and high risk
detection. Specific topics for which there was a high
level of interest included patient and family support,
pain management, treatment options, and genetic
susceptibility.> Area Health Education Centers will be
a part of a workgroup to provide these continuing
education sessions. Following is a detailed description
of the methods and findings of the study.

Executive Summary

In May, 1999, The North Carolina Advisory
Committee on Cancer Coordination and Control
contracted with the Department of Public Health
Sciences, Wake Forest University School of Medicine
to conduct asurvey of primary care physiciansin North
Carolina. The purpose was to assess physicians
perceived need for cancer care and treatment
continuing medica education (CME) (Objective 3,
Strategy 1 of theNorth Carolina Cancer Control Plan
1996-2001-Education and Awareness).

Methods. A 66-item needs assessment survey was
developed by Drs. Anderson and Michielutte,
researchers at the Wake Forest University School of
Medicine. The survey measured interest in screening,
diagnosis, treatment, follow-up care, and preferred
method for receiving CME of cancer related topics.

From a list of primary care physicians shown
on the North Carolina Physician Roster, grouped
according to urban vs. non-urban area (using NC Data
Center designations of metropolitan place names), a
sample of 300 physicians per urban/non-urban
grouping was selected. Each sample was mailed a
guestionnaire with a postage-paid return mailer.
Follow-up of non-responders was conducted. From a
sample of 539 physician atota of 231 surveys (43%)
were completed and returned.

Results. The mean number of years in practice was
16.6 (+16) and mean age was 48.2 years (+ 11).
Approximately 48 percent of respondents classified

themselves as family medicine, 27 percent as internal
medicine, 20 percent as OB/GY N, and 4.5 percent as
“other.” A substantial proportion of practitioners,
nearly 37 percent, had not attended any cancer-related
CME sessions in the past two years, and only 22
percent had attended only one session. A totd of 73.6%
of the respondents had attended on average 1 or fewer
cancer-related CME sessions per year.

Interest in participating in cancer—elated CME
topics was generaly high, with 58 percent being ‘very
interested’ in cancer screening topics, 53 percent ‘ very
interested’ in techniques to identify high risk
prevention, approximately 33 percent ‘very interested’
in follow-up care (specifically side-effects from
treatment), and 47 percent ‘very interested’ in agenera
update of diagnogtic sKills.

Item content with the highest interest or demand
for Continuing Medical Education within mgor topic
areas include:

Screening- general screening, breast, skin, cervical,
ovarian and prostate.

Diagnosis- update of diagnostic techniques

Prevention - identify high risk groups, genera topics,
smoking cessation

Treatment - palliative care, pain management, general
patient care/management

Follow-up - side effects, lymphedema, long-term
follow-up.

Continuing Medical Education topics for which
there was generally low enthusiasm, within mgjor topic
areas included:

Screening - flexible sgmoidoscopy, biopsy (punch,
excise skin lesons, endometrid), colposcopy

Diagnosis - staging, study protocols, multidisciplinary
teams

Follow-up care- therapist availability

Therewerefew differencesin CME interest and
demand by practice location (urban/non-urban). Some
differences in CME interest were noted by medical
specidty type, however (Table 13). Family medicine
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physicians had a statistically higher level of interest
in screening, treatment and follow-up care than did
OB/GY N practitioners and other specialists.

The preferred method of accessing a cancer-related
CME wasby in-person lecture (63 percent) rather than
a video-conference format (6 percent), which was
clearly not favored. Traditional AreaHealth Education
Center (AHEC) lectures and presentation format was
the most favored mode (37 percent). However, 23
percent reported a ‘very favorable' attitude toward
accessing a CME session over the Internet.

Conclusions:

A significant proportion of primary care
physicians reported not attending a cancer-related
CME in the past 2 years. More than 50 percent had
attended only 1 session in the past 2 years. Despite
this general under-access of cancer-related CME
information, thereisahigh level of demand for general
CME topics related to cancer, with approximately 50
percent of respondents reporting being ‘very
interested’. One conclusionto draw from theseresults
is that reasons for not attending a past cancer-related
CME likely involve availability and convenience rather
than perceived need or importance of the content area.

There was generally low CME interest for
education on procedures such as biopsy,
sigmoidoscopy, and staging, possibly because many
primary care physicians do not perform these. Anin-
person lecture isthe most preferred means to conduct
aCME despite new, and perhapslower cost aternatives
(e.g, video-conferencing). However, nearly one-
quarter of respondents viewed the Internet as a
favorable mode to deliver cancer care education.
Interest in CME topics varied somewhat by practice
type. Most notably, follow-up care and prevention
topics were in highest demand by family medicine.

Results of this survey are being used to develop
a CME dtrategy, with a goal to develop an AHEC
program for cancer-related topics. The breadth and
scope depends largely on available resources to
conduct the sessions, including a lecturer and funds
for materialsand advertising. A partnership with state-
wide AHEC would bring experience with state-wide
CME dissemination, administrative assistance in the
preparation and distribution of brochures, processing
charges and payments, and conducting a program
evaluation. A working group has been convened to
develop a CME strategy. Other strategies to explore
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include Internet assisted-learning programs as an
aternative offering wide access. However, issues of
accrediting such a program must be resolved.

Summary

Resources and support services for people
diagnosed with cancer are strong and are growing in
number. Increasingly, the needs of persons who have
or have had cancer and the uniqueness of those needs
at different stages of survivorship are being recognized
and reflected in cancer support programs. It is vita
that North Carolinians¥a patients, providers, and the
public¥s be aware of this wealth of resources, which
exist both within North Carolina and at the national
level. Progress made in enhancing the awareness
among any of thesethree communitiesislikely to have
abeneficial effect on awarenessamong the others. The
Care Subcommittee has identified the following
objectives and strategies as approaches that will
positively impact awareness of cancer resources and
support services in North Carolina over the next five
years.
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TheRoleof Geneticsin Cancer Care

Many recent advancesin cancer treatment can be attributed to both anim-
proved knowledge of cancer pathogenesis and to technical breakthroughsin
scientific disciplinesthat have recently become more closely integrated with

cancer treatment.

There have been major advances in the care of
patients with cancer over the past two decades.
Radiology can target tumors with focused beams that
cause less damage to nearby hedlthy tissues, while
increasing the treatment dose delivered directly to
tumors that might have been inoperable in the past,
including a subset of brain tumors. The newest
hormone therapies available for prostate cancer
promise improved efficacy and reduced side effects.
Regardless of the modality, many recent advances in
cancer treatment can be attributed to both an improved
knowledge of cancer pathogenesis and to technical
breakthroughs in scientific disciplines that have
recently become more closely integrated with cancer
treatment.

Historical connections between genetics and
cancer care

For decades, there have been evolving
connections between genetics and cancer care.
Geneticists and oncologists have worked together to
provide preventative cancer care by identifying
individuds at increased risk for malignancy. Cancer
risk can be determined based on the diagnosis of an
inherited medica condition or syndrome, such as the
increased risk of leukemia in people who have Down
syndrome.! More commonly, elevated cancer risk is
based on the diagnosis of similar cancers in severd
family members. For example, the lifetime risk of
prostate cancer for individuals who have two
immediate family members affected with prostate
cancer is increased five times above the general
population.? The union of genetics, oncology, and
epidemiology has been invauable in advancing our
ability to predict hereditary cancer risk. The
recognition that some individuals are predisposed to

cancer offers opportunities to better understand the
basic etiology of malignancy.

Developing connections between genetics and
cancer care

Within the past ten years, the role of geneticsin
cancer care and treatment has expanded beyond the
recognition of individuals whose clinica diagnosis or
family history identifies them as being at increased
risk for malignancy. The new opportunities for
geneticists to become involved in cancer care are
largely due to a series of breakthroughs by molecular
biologists. The discovery of genes that predispose to
cancer, such asthe breast cancer genestitled BRCA1
and BRCAZ2, is forging increasing ties between
geneticists and oncologists. For patients who are at
anincreased risk of breast cancer based on their family
history, BRCA genetesting provides additional cancer
risk information that is specific to the patient. The
results of BRCA gene testing allow more informed
decision-making regarding cancer screening and
treatment because a patient can know her own risk of
developing breast cancer. For example, some patients
may base their decision to pursue prophylactic
mastectomy on the results of BRCA gene testing.
Women who have inherited the common 185del AG
mutation in the BRCA1 gene have aimost a 90%
lifetime risk to develop breast cancer, a significant
increase when compared to the 11% risk among the
general population.

The promise of gene therapy
Despite the recent gene discoveries outlined

above, and the development of clinica testing for
cancer predisposition genes, genetics has remained an
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adjunct contributor rather than a primary approach to
clinical careand treatment of cancer patients. However,
therole of geneticsin thefight against cancer is poised
to take on new rolesin cancer care. With genetherapy,
we are beginning to explore anew generation of cancer
treatments. In ten years, there have been over 400
approved gene therapy clinica trias in the United
States, involving more than 4000 participants® These
trials have sought new treatment alternatives for a
variety of diseases. Of these trias, more than 60%
have focused on cancer treatment. Gene therapy
clinica trials have been conducted or are underway
for cancers of the bladder, breast, colon, ovary,
prostate, renal cell, glioblastoma
multiforme, Hodgkin’s and non-
Hodgkin’s lymphoma, melanoma,
mesothelioma, neuroblastoma, non-smal
cell lung cancer, squamous cell carcinoma
of the head and neck, acute myel ogenous
leukemia, and chronic myelogenous
leukemia®

A sample of the current approaches to gene
therapy

Tumor suppressor gene therapy is one type of
gene therapy, which targets the uncontrolled cell
growth that underlies some types of cancer.* An
example of atumor suppressor isthe p53 gene. When
p53 is active and working properly, it can prevent
cancer by regulating norma cell growth. If a cell
begins uncontrolled growth, p53 can aso fight the
progression of cancer by initiating the self-destruction
(apoptosis) of such acel. A mafunctioning p53 gene
can alow unchecked cellular growth, resulting in
cancer. Tumor suppressor gene therapy seeks to
correct the uncontrolled growth of cancerous cells by
adding new p53 genesto acell to replace the function
of faulty tumor suppressor genes.

Attempts to boost the body’ s immune response
to tumors dates back nearly 100 years® and now
molecular biology offers sdlective harnessing of the
immune system. With immunogene therapy, the
body’ s infection fighting systems are directed to seek
and destroy cancer cells.®For example, these therapies
may introduce either cytokine genes or antigen genes
to supplement the immune recognition and response
of subtle cellular differences in cancer cells.” Active
cytokine genes produce proteins called cytokines (such
as interleukin-2), which stimulate the proliferation,
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We have only
reached the cusp
of what is possible
in cancer
treatment.

development, and activity of specific cels(suchas T
cels) that are critica in mounting a cancer sensitive
immune response? The targeted introduction of
antigen genes into cancer cells aims to stimulate the
production of antibodies which “flag” these cells as
different, thus focusing the immune system on
recognition of the cancer cells.® Study of immunogene
therapy has not been limited to itsuse for the treatment
of active malignancy; in a laboratory setting, cancer
vaccines have been effective in preventing cancer in
mouse models of aggressive cancer.*

An approach called Gene Directed Enzyme
Prodrug Therapy (GDEPT), or “suicide genetherapy,”
sensitizes cancer cells to specific
prodrugs. With this strategy, a specific
suicide geneis selectively transferred into
cancer cells. This is followed by
administration of an inactive prodrug.
Within the cancer cdlls, the activity of the
suicide gene worksto convert the prodrug
into a drug that poisons the cell. There
has been a great deal of research into the
utility of suicide gene therapy for brain tumors, and
recent gene discoveriesmay alow refined suicide gene
approachesin the treatment of prostate cancer.”®

Summary and Future Directions

Despite the innovative techniques and
remarkable progress that has been made in gene
therapy research, we have only reached the cusp of
what is possible in cancer treatment. Since the first
attempt at gene therapy in 1990, there has been a
recurrent pattern of encouraging laboratory results,
followed ultimately by disappointing clinical trials.
For the most part, gene therapy has been limited by
theinability to introduce genesinto the targeted cancer
cells in such a way as to produce a measurable
therapeutic response in the patient.11* |t appearsthat
current efforts are focused on overcoming the technical
barriersthat have become apparent only after theinitial
generation of research. 112

There are recent reports of two gene therapy
trials that produced measurable clinical benefit in
patients. The first study showed improvement in
patientswith hemophiliaB, and the other demonstrated
phenotype reversa in patients with X linked severe
combined immune deficiency.'** Although these
trials were not directed at cancer treatment, gene
therapy for cancer may benefit from these successes.



With modest sequentia refinements in the current
technology, the next decade of research should be an
exciting time for gene therapy, and the role of genetics

in cancer care can only be expected to grow in this
environment.2
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Alter native and Complementary Medicine

A national telephone survey conducted in 1990 indicated that 34% of Ameri-
cans made a total of 425 million visits to alternative medicine practitionersin 1990,

surpassing the total number of visitsto primary care physicians (388 million)?.

Alternative and complementary medical
approaches may be used for a variety of purposes: to
hed and to prevent illness; to improve quality of life;
or to maintain well-being. The field of aternative
medicine has achieved tremendous growth and
acceptance in recent years. A national telephone
survey conducted in 1990 indicated that 34% of
Americans made a total of 425 million visits to
dternative medicine practitioners in 1990, surpassing
the total number of visits to primary care physicians
(388 million)*. Recent surveys have estimated that the
percentage of cancer patients who use one or more
complementary or aternative treatmentsas part of their
treatment ranges from 37-69%.2° The expansiveness
of the subject is evident in the number of consumer
publications currently being issued in this area.
Following isabrief review of concepts and definitions
fromthisfield. Thisoverview reliesheavily onreviews
by Cassileth (1999)* and Cassileth and Chapman
(1984).°

“Alternative medicine” is an umbrella phrase
used to describe a large collection of remedies or
practices whose efficacy has not been demonstrated
by scientific research. If their efficacy were supported
by scientific research, these approaches would cease
to be “alternative” and would become part of
mainstream medicine.

It is important to distinguish “alternative
medicine” from “complementary medicine,” with
which it is often associated. “Alternative medicing”
refersto products or therapeutic regimens used instead
of mainstream cancer care. By contrast,
“complementary medicine’ refers to additiona care,
such as meditation or therapeutic massage, which may
be thought of as supportive care that can be used in
addition to mainstream care. “Integrative medicine”’
refers to care that combines elements of conventional
and complementary medicine. Integrative medicine
programs have been established at approximately
twenty medical centers in the U.S. The National

Ingtitute for Complementary and Alternative Medicine
(formerly, Office of Alternative Medicine) isproviding
support to Integrative Medicine programs to teach
physicians about complementary approaches.®

The field of aternative medicine is changing
rapidly.  From the 1940s through 1960s,
pharmaceutical-like therapies were used widely. The
most popular alternative therapies during this era
included krebiozin, Koch's glyoxylide (distilled
water), Hoxsey’s plant tonics, and Laetrile
(amygdalin). Today, popular interest in “natural”
remedieshasled tointerest in afundamentdly different
type of dternative medicine. The Nationd Ingtitute
for Complementary and Alternative Medicine groups
aternative medicine into seven categories (1) diet and
nutrition; (2) mind-body techniques; (3)
bioelectromagnetics; (4) alternative systems of
medical practice (traditional remedies); (5)
pharmacologica and biological treatments; (6) manua
healing methods; and (7) herbal medicine. Examples
of these are given below.

Diet and Nutrition

Dietary regimens are often key components of
many aternative trestments. One of the most popular
diet therapies in recent years is macrobiotics, which
initially gained prominence in thel960s. The
macrobiotic diet excludes meat and promotes the
consumption of soybeans. The diet derives 50-60%
of its tota calories from whole grains, 23-30% from
vegetables, and the remainder from seaweed, beans,
and soups. The macrobiotic diet is known to be
deficient in B vitamins. It has not been demonstrated
to be of use as an anti-cancer regimen.

Mind-Body Techniques

A principd belief of many aternative therapies
is that the mind has the ability to heal the body.
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Meditation, biofeedback and yoga are examples of
technigques that have entered mainstream medicine
because of their demonstrated efficacy in stress
reduction and in the control of some physiological
reactions. The mind-body approach to cancer gained
considerable attention with the publication of findings
in 1989 suggesting that women with breast cancer who
attended a weekly support group survived longer than
womenwho did not.” Although few can doubt the many
benefits of a pogitive attitude in general, the finding
that this can have abeneficia effect on cancer survival
has not been replicated by other studies.

Bioelectromagnetics

It has been asserted that magnetic and electric
fields play arolein curing disease. The 18" century
Austrian physician, Anton Mesmer, who coined the
term “animal magnetism,” and who was a forerunner
of the field of hypnotism, is probably the most well-
known proponent of this claim. In the present day,
Wolfgang Ludwig in Germany and others contend that
magnetic field energy can have atherapeutic effect on
the growth of tumors. Thereislittle published evidence
to support this claim. Magnets have also been touted
as therapy for a variety of musculoskeletal aillments.
It should be noted that the claims regarding
bioelectromagnetics are therapeutic; this field is not
synonymous with the activities of researchers,
primarily epidemiologists, who claim that magnetic
fields (e.g., those surrounding electrical power lines)
may calse cance.

Traditional and Folk Remedies

This group of therapies encompasses ancient
systems of medicine from around the world. For
example, Ayur Veda is a traditional healing system
from Indiathat is currently popular inthe United States.
This category also includes traditional Chinese
medicine and its techniques (e.g., acupuncture,
acupressure, gigong). Traditiona Chinese medicine
includes its own pharmacopoeia with specific cancer
remedies.

Pharmacologic and Biological Treatments
There are numerous aternative pharmacol ogical

therapies available. These include shark cartilage,
immuno-augmentative therapy (IAT), and anti-idea
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neoplastons. In 1992, William Lane popularized the
idea that consumption of shark cartilage would protect
against cancer. It hasbeen asserted that shark cartilage
works by inhibiting the formation of new blood vessals
(angiogenesis), amainstream medica concept, though
it has not been scientifically demonstrated to do so.
Human research on shark cartilage has stalled
considerably, possibly because many of these products
have been found to be contaminated. IAT is an
aternative therapy based on the notion that cancer
therapies should balance protein components in the
blood. Scientific support for IAT is lacking.
Antineoplastons are peptides purportedly identifed
from human urine and believed to have an anti-cancer
effect. Although an example of success with
antineoplaston therapy has been published in the
mainstream literature? it has not been replicated,® and
the very existence of antineoplastons has been
questioned.

Manual Healing

Manual healing techniques are a heterogeneous
group of procedures. They are united by the belief
that each person has an energy field surrounding her/
hisown body. Thetherapies are presumed to work by
sirengthening and balancing this bio-field. One of the
most popular of these theories is caled therapeutic
touch. Practitioners of therapeutic touch do not actually
touch patients. Rather, they move their hands severa
inches over a patient’s body in order to remove
“congestion” in the body’s eectrica field.°

Herbal Medicine

The field of herbal medicine is large,
encompassing the pharmacopoieas of Chinese and
other traditional medicines, as well as other practices.
Essiacisapopular herba medicine. It isacomponent
of four herbs: burdock, Turkey rhubarb, sorrel, and
dippery em. Essiac has been shown not to have anti-
cancer properties, and it isillega to distribute essac
in the U.S,, although it is available in Canada. Other
popular herbal remedies for cancer include iscador,
derived from the mistletoe tree. A potentia problem
with many herbal medicines is the presumption that
because these drugs are natural, they are harmless.
Thisis a dangerous misconception, as many “natural”
products can have dangerous side effects.



Per spectives of Persons Living with Cancer

It is important to recognize the widespread
support for aternative and complementary approaches
among people living with cancer. According to some
people with cancer, the advantages of alternative
approaches over traditiona medicine include their
broad emphasis on treating the entire person, goas
centered on optimizing wellness and qudlity of life,
and a philosophy oriented toward supporting the body
rather than acting on or against it (personal
communication, Anne Mader, Director, Cornucopia
House, December 2000).

People with cancer also point to the trust,
openness, and time for discussion that often
characterize their relationships with practitioners of
alternative medicine. Data from focus groups
conducted in 1998 showed that some patientsfed there
is a gap in information from health care providers
concerning aternative and complementary medicine.
Patients noted alack of knowledge among their hedth
care providers about approaches such as hypnosisand
acupuncture for pain control. Also cited was a
reluctance on the part of health care providers to
consider alternative and complementary options. Some
focus group participants stated that, in the absence of
information from providers, people with cancer often
obtaininformation and ass stance from other patients.™*

Summary

Alternative and complementary treatments have
along history of popularity among consumers. Despite
the lack of controlled research on most of these
“natural” modalities, many do have physiological
effects, and they are being used by millions of
Americans. Thus, both their potential for clinical
effectiveness and their potential for adverse effects
must continualy be kept in mind by both patients and
physicians. Individuals should inform their medical
practitioners of any aternative regimens they may be
following.

It is likely that new therapies in this area will
continue to emerge. There will be an ongoing need for
clinical triasto learn more about the potentia efficacy
of alternative and complementary approaches.
Research on how these approaches are being used by
consumers will aso remain a high priority.
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Education and Awareness Goals, Objectives, and Strategies

Goal 1:

To strengthen public and provider awareness of the needs of cancer patients and their
families as well as the availability of programs and services that support cancer patients
and survivors, including programs that foster knowledge of genetic risks of cancer.

Target by 2006:

North Carolinians will be aware of cancer information services, support programs,

and care options. North Carolinians will also be aware of emerging cancer care options,
including the risks and benefits of the use of alternative and complementary medicine.

Data Sources. Datawill be collected onthe use of availableresourcesincluding clinical trialsand
support services. Datawill reflect demographic information to determine whether effortstoin-
crease awareness of available programs and services arereaching adiverse popul ation including
Hispanics, Asiansand thefunctionally illiterate sesgment of North Carolina.

Impact by 2006: Awarenessof the needs of cancer patientsand of theavailability of programsand
services that support cancer patientsand survivorswill increase. The datacollected abovewill be
used to formulate specific targets.

Onthefollowing pages,
**indicates Objectivesand Strategiesthat arefocused on racial, socioeconomic,
educational, or age-related disparities.

Objective 1

To increase the access and awareness of North Carolinians with cancer to quality cancer information services,
including the Cancer Information Service (CIS), American Cancer Society (ACS), Physician Data Query
(PDQ), and information services provided by North Carolina' s comprehensive cancer centers.

Strategies

1

Determine a basdline in the number of telephone contacts to the Cancer Information Service (CIS) in 2000
and track the percentage increases in contacts in each of the next five years, adjusting for changesin state
population growth, with a goa of increasing contacts by 10% by 2006. Population growth data will be
obtained from the State Data Center.

Develop an education program for hedlth care providers to include materials provided by the Cancer
Information Service (ClS) and the American Cancer Society (ACS), and an information card that provides
phone numbers, web sites and locations to access the Internet (libraries, cooperative extension centers,
malls).
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3. Assist the Cancer Information Service (CI1S) and the American Cancer Society (ACS) with promotion of
their 1-800-4-CANCER and 1-800-ACS-2345 telephone numbers by convening two working days
annualy to distribute posters, pamphlets, brochures and public service announcements (PSAS).

Objective 2
To increase the use of the Internet to obtain information about cancer.

Strategies
1. Develop the web page for the North Carolina Advisory Committee on Cancer Coordination and Control
and the links to additional cancer information Sites.

2. Conduct usahility study for the web page and use findings to enhance the page’ s design.

3. Collect baseline data on the number of hits to the North Carolina Advisory Committee on Cancer
Coordination and Control web page and hits to the existing links on the page.

4. Incorporate the web sites into existing media campaigns.

5. Partner with the National Black Leadership Initiative on Cancer (NBLIC), the Hispanic Initiative on
Cancer (Redes N Action), and the Cancer Information Service (CIS) to publicize ways to access
computers and the Internet.

Objective 3
To educate the public and health care providers about the communication needs of cancer patients, families,
and care givers at each stage of the disease process.

Strategies
1. Develop a pamphlet and public service announcement (PSA) on the changing communication needs of
cancer patients and their families and care givers.

2. Develop aworkshop for health care professionals on the changing communication needs of cancer patients
and their families and care givers. Offer two workshops each year to avariety of health care professionals,
including physicians, nurses, chaplains, and socia workers.

3. Offer educational workshops through existing support groups for people living with cancer and their
families.

Objective 4
To encourage the distribution of cancer information to patients, providers, and the public, with an emphasis
on distributing the information to racial and ethnic groups more adversely affected by cancer, low literacy

populations, and rura residents. The information will include availability of transportation services**
Strategies

1. Utilize existing materials and develop informationa cards, public service announcements (PSAs) and
other promotional materias in Spanish.**
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2. Digtribute information cards to agencies and organizations currently reaching the underserved, including
community and migrant health centers, cooperative extension centers, and community-based
organizations.* *

Objective 5
To promote and provide targeted continuing education programs on cancer-related topics. Special emphasis
will be placed on practitioners in rural and underserved areas.**

Strategies

1. Promote use of the Internet for health care practitioners and utilization of the NCI’s 1-800-4-CANCER
toll-free number and the American Cancer Society’s 1-800-ACS-2345 toll-free number, with an emphasis
on counties that do not have a teaching hospital .**

2. Collect information on existing cancer-related Continuing Medica Education (CME) web-based trainings.
3. Didtribute information on al existing web-based trainings related to cancer.

4. Develop web-based Continuing Medical Education courses (CMESs) based on the needs identified in the
North Carolina Advisory Committee on Cancer Coordination and Control pilot CME survey study.

5. Collaborate with university-based medical schools and Area Health Education Centers (AHEC) to develop
workshops and a speakers bureau for health care professionals on cancer related topics.

Objective 6
To increase public and provider awareness of financia resources available in North Carolina.

Strategies
1. Coallect data on the existing financial resources that are available.

2. Develop informational resources related to financia resources and distribute to providers.

Goal 2:
To coordinate data collection and programmatic efforts with existing or ongoing studies
and programs being implemented across the state. (See Coordination)

Partner Organizations. The following partner organizations will contribute to the imple-
mentation of strategies shown (listed as Objective, Strategy). All strategies are Goal 1.

American Cancer Society: 1.1P*, 1.2P, 2.4P, 5.1P

Cancer Information Service: 1.1P, 1.2P, 1.3P, 2.4P, 2.6P, 3.2P, 4.1P, 4.2P, 5.1P

Colon Cancer Alliance: 3.2

North Carolina Advisory Committee on Cancer Coordination and Control-Care Subcommittee: 2.1P, 2.2P,
2.3P, 2.5P, 2.6P, 3.1P, 3.2P, 3.3P, 4.2P, 5.2P, 5.3P, 5.4P, 5.5P, 6.1P, 6.2P

North Carolina Cancer Control Program: 6.1P, 6.2P

North Carolina Medical Society: 1.2, 5.1
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North Carolina Office of Minority Health: 4.2

North Carolina Office of Public Health Nursing: 5.2

North Carolina Primary Health Care Association: 5.1

UNC School of Public Health-Department of Health Behavior and Health Education: 1.2

* Pindicates Principal Agency
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Each year, the estimated costs of cancer total $107 billion nationally, with $37
billion in direct medical costs, $11 billion attributable to lost productivity of those
unable to work because of their iliness, and the remainder resulting from the lost
productivity of those who die from the disease.! In North Carolina, it has been
estimated that the cost of cancer is approximately $2.9 billion per year: $1.0 billion
for medical care, $362 million in lost productivity from those who becomeiill, and
$1.64 billion for future productivity losses from those who will die prematurely.?

Cancer patients in North Carolina may be
covered for health-care services under an individua
health insurance plan, group health insurance plan
(typically obtained through an employer), public
program such as Medicaid, Medicare, or the State
Cancer Control Program, or be uninsured. The
coverage may be under a traditional indemnity plan
(fee-for-service, or FFS), preferred provider
organi zation (PPO), or moretightly controlled provider
network such as a health maintenance organization
(HMO). An estimated 64 percent of Americans under
65 years of agewho have hedlth insurancereceivetheir
coverage through their employer.® In North Caroling,
employer-based health insurance can be grouped into
three categories: 1) small-group policies (i.e., self-
employed individuals or businesses with 49 or fewer
employees); 2) large-group policies (i.e., busnesses
with 50 or more employees), and 3) Employee
Retirement Income Security Act (ERISA) or self-
funded plans.* Employers in the state are not required
to offer health insurance as a benefit.

Employer-Based Health Insurance

In the early 1990s, the North Carolina Genera
Assembly began crafting laws that would aid small
businesses in providing hedth insurance coverage to
their employees. Insurance companies marketing
policies to small businesses in the state are now
required to offer a choice of at least two plans. small
group “basic” and small group “standard.” They also
are no longer allowed to exclude individuals deemed
to be“highrisk” from thesetwo types of group policies
or to refuse to offer apolicy at dl to asmall business
employing one or more high-risk individuas. Although
aninsurer may impose awaiting period before covering
an employee's pre-existing condition, this restriction
cannot be reimposed if the employee movesto another
group plan (i.e., portability of coverage). Thesereforms
came about because of the discovery that nearly half

of al uninsured working adults in the state were
employed by small businesses. In generd, the cost of
hedlth insurance policies to small businesses can be
prohibitively expensive, often 10 to 40 percent higher
than the cost of acomparable policy written for alarge
employer. Small businesses are permitted to form
alliances for purposes of purchasing hedth insurance
at morefavorablerates. Thefirst such aliance became
operationa in mid-1995, and others are being planned.
If a small business offers health insurance to its
employees, it is required to offer the benefit to all
permanent, full-time (i.e., 30 hours per week or more)
workers.*

Large-group provisions are smilar to those of
small groups. If alarge employer decidesto offer health
insurance as a benefit, it must offer the benefit to all
permanent, full-time (i.e., 30 hours per week or more)
employees. Insurers are prohibited from practicing
medical underwriting: in other words, excluding an
employee from coverage or charging the employee a
higher premium because of current, past, or perceived
health status. Insurers are allowed to deny
reimbursement of treatment for a pre-existing
condition for up to 12 months after the policy goes
into effect. Unlike small-group plans, however,
insurers are not required to meet “guaranteed issue”
provisonsin large-group plans;*“ guaranteed renewa”
provisions for al group products were mandated in
legidation passed at the close of the 1995 session of
the Genera Assembly.®

ERISA provisions prevent states from regulating
employer-sponsored hedth plans. In an ERISA plan,
the employer assumes responghility for reimbursing
the hedlth-care bills of its employees. When the North
Carolina General Assembly mandates coverage of
particular services (e.g.,mammograms), ERISA plans
are excluded. ERISA plans may impose pre-existing
condition waiting periods of any length; they may
exclude coverage of particular conditions; they may
set premiums at any level. The State cannot regulate
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the extent of the cost-sharing burden an ERISA
employer imposes on its employees. The only recourse
for an individual who has been denied reimbursement
or coverage under an ERISA plan is to file suit in
federal court.*

Individual Health Insurance

Individua health insurance plans are purchased
by the individua or family and not through a group
arrangement such as an employer. Individual plans
may be more costly and offer less coverage than group
plans. In North Carolina, insurers offering individua
plans are permitted to practice medical
underwriting, in which applicants are
screened for their medical history and

Cancer patients may

deemed efficaciousin treating the other type of cancer
by the American Medical Association Drug
Evaluations, American Hospital Formulary Service
Drug Information, or U.S. Pharmacopoeia Drug
Information.*

Furthermore, North Carolina continues efforts
to reduce the number of uninsured in the State.” The
Insurance Reform Advisory Committee of the North
Carolina Health Planning Commission proposed
legidative changes to improve portability of coverage,
decrease the duration of pre-existing condition
exclusions, and mandate guaranteed issue and
guaranteed renewal for all group plans, some of which
were passed into law by the North
Carolina General Assembly in the
1990s>¢ In addition, the Children’s

an individual with an unfavorable experience Health Insurance Program (CHIP) was
medical history may be refused apolicy. considerable ingtituted in N_orth Carolinain ;998. The
Insurers are aso alowed to issue an o i program provides comprehensive heslth
individual policy that covers everything difficulty in insurance coverage to uninsured low-
except treatment of a specific condition obtaining or income children who are residents of the
such as cancer.* Legidation passed by L . state.

the North Carolina General Assembly maintaining their Nevertheless, cancer patientsmay

limits pre-existing condition exclusion
periods to 12 months; previoudy, under
an individua plan, insurers could refuse
to reimburse treatment relating to apre-
exigting condition for up to two years?®

Health Insurance and the Cancer Patient

The State provides health insurance protection
mechanisms for consumers. Several might be
particularly beneficia to cancer patients: 1) the North
Carolina Department of Insurance will investigate
insurers that either fail to pay aclam or fal to pay in
atimely manner; 2) insurers must allow agrace period
for late payment of premiums; 3) insurers must give
advance natification of policy termination (equal to
one-fourth the number of months of continuos
coverage); and 4) insurers must reimburse for the
services of licensed non-physician health-care
providers such as optometrists, podiatrists, dentists,
chiropractors, psychologists, clinical social workers,
and advanced practice nurses.

In addition, the State requiresinsurersthat cover
the cost of a drug used in treating one type of cancer
to cover the cost of this drug in treating another type
of cancer, provided that the drug has been approved
by the federal Food and Drug Administration and
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experience considerable difficulty in
obtaining or maintaining their health
insurance coverage. Insurance policies
may contain pre-existing condition
clausesthat preclude coverage of medical carerelating
to the residual effects of the cancer or its treatment.
When allowed, the practice of experience-rating may
influence insurers to “screen out” or charge higher
premiums to applicants with a history of cancer?®
National efforts, such as the Health Insurance
Portability and Accountability Act of 1996, have
attempted to limit the loss of coverage due to pre-
existing conditions or diagnoses due to health
problems, such as cancer.® However, cancer survivors
seeking new or continuing individua policies may be
offered coverage at rates so high asto be unaffordable.
One study conducted in North Carolina showed
childhood cancer survivors to be 29 times more likely
to be denied health insurance coverage than their
siblingswithoutcancer.1®

Insurance reforms enacted by the North Carolina
General Assembly have improved access to types of
services hedlth insurance for cancer survivorsand other
individuals with chronic diseases to some extent.
Although North Carolina has not followed the example
of 26 other states in establishing a state-operated risk
pool for the purpose of providing health insurance



coverage to the medically uninsurable (ie., individuals
who do not have hedth insurance coverage because
of their medical histories) }° the Blue Cross and Blue
Shield Access Program is a private, voluntary effort
serving the same purpose. Lack of portability across
individual, group, ERISA, and public plans, which
potentialy exposed the cancer patient or survivor to
lengthy pre-existing condition excluson periods, was
ameliorated through House Bill 230, Sec. 23A.1 (b),
(©), (d), (¢), (f), and (g).°

Despite these efforts, however, cancer patients
in the state may encounter significant financial barriers
to care, especidly if they are unemployed, regularly
work lessthan 30 hours per week, or have
health insurance coverage with large
deductibles, large co-payments, or
treatment aswell long-term benefit limits.
The economic losses faced by cancer
patients and their families are believed
to be consderable, including diminished
earnings, reduced life savings, and altered
life gods, al of which are the result of
patient and family efforts to finance the
costs of cancer care.!* Hewitt and Breen
found that, in the longer term, cancer
diagnosis and survivorship may impact
future health and life insurance coverage or
employment.'? The rapid movement of many
corporations and state governments toward managed
care hasraised questions about cancer patients’ access
to high-quality care.®®

The Challenges of Managed Care and the
Uninsured

Managed care is an accelerating trend in health
care ddivery in the United States and North Carolina.
In 1991, 47 percent of individuas who received their
health insurance coverage through an employer were
covered by managed care. By 1994, this figure had
increased to 65 percent.'* Although managed care
market penetration in North Carolinalags the average
for the nation managed care continues to establish a
growing presencein the State, with an overal managed
care penetration rate in NC of approximately 17.5%
in 2000, compared with an estimated nationa rate of
65-70%.1>1" The typicad managed care plan places
boundaries on how and from whom the patient may
receive health services, aswell asthetypesof services
that may be provided in a given situation.'® Medical

The uninsured
cancer patient is
more likely to
experience delays
in diagnosis and
treatment as well
as fragmented
care.

care is provided through a defined network of
physicians and hospital s.1° Patients attempting to obtain
care outside of this defined network may be faced with
substantial financia barriers.

At the same time that the proportion of the
population enrolled in managed care has increased,
the number and percentage of Americans and North
Carolinians who lack any hedlth insurance coverage
also have risen steadily.?® Despite well-publicized
attempts by the Clinton administration and Congress
to provide insurance coverage for more Americans,
1998 Census figures estimated 15% (+ .6%) of North
Carolinians (or morethan 1.125 million residents) were
without any insurance coverage.?* These
figures do not include the underinsured,
those lacking enough insurance coverage
to meet basic health care needs.

Minorities comprise a
disproportionate and increasing share of
the uninsured, the mgjority of whom are
employed and poor.2? The uninsured
cancer patient is more likely to
experience delays in diagnosis and
treatment as well as fragmented care.
Survival has been demonstrated to be
worse for poor and uninsured cancer
patients than for privately insured cancer patients.?®
The uninsured cancer patient also places an
uncompensated care burden on health-care facilities.
Thetypica high-cost uninsured patient has either heart
disease or cancer, conditionsthat require sophisticated
care over along period of time, and presents at cancer
diagnosis with more advanced disease. 242

Government Programs

Elderly, lower income, and disabled North
Carolinians are covered under the Medicare and
Medicaid programs. It is important to recognize,
though, that Medicare does not provide full health-
care coverage. In fact, Medicare has been estimated
to cover lessthan 50 percent of abeneficiary’ shealth-
care costs, requiring many beneficiaries to seek
supplemental coverage through Medicaid or
“Medigap” policies*Many cancer patients, however,
neither have health insurance nor qualify for financial
assistance under the Medicare and Medicaid programs.
A nationa survey showed less than haf of individuals
living at or below the federal poverty level to be
covered by Medicaid.?®
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Current Medicaid eligibility for disabled
individuals who are not covered by Supplemental
Security Incomein North Carolinastands at 40 percent
of the federal poverty level; for the Supplemental
Security Income-covered disabled individual, current
Medicaid eligibility approaches 70 percent of the
federa poverty level. Mgor changes in the Medicare
and Medicaid programs presently are being debated
by the United States Congress. If enacted, their impact
on access to care for cancer patients in the state will
need to be monitored carefully. Increased enrollment
of Medicare and Medicaid beneficiaries in managed
care plans is a widely-anticipated change.

Recognizing the needs of indigent
citizens diagnosed with or suspected to
have cancer, North Carolina, in 1945,
established the Cancer Control Program,
which can provide coverage for up to 8
days of diagnostic services and 30 days
of treatment services during each fiscal
year. Approximately $3 million is
alocated to the Program each year to
cover hospital, professiona, and clinic
fees.

To be eligible for the Cancer
Control Program, one must be a North
Carolinaresident or migrant farmworker, have agross
family income at or below 115% of the federal poverty
level and have been determined by a physician to have
a 25 percent or better chance of five-year surviva at
the time of treatment. The income cut-off increased
from 100% to 200% of poverty in 1995 but then
dropped to the current 115% level in 1997 after a
budget shortfall. A major concern is that these
eligibility requirements limit access for many cancer
patients. First, the Program does not cover paliative
care, drugsfor the patient’ s use outside of the treatment
facility nor reimbursement for patient mileage to
cancer centers. Second, the low financial criteria,
which considers gross income during the twelve
months prior to the treatment request and without any
alowed deductions, essentially excludes previoudy
working families for whom a diagnosis of cancer can
mean loss of income and insurance coverage during
thetreatment phase. For some, it meansthat they delay
or forgo treatment services. Ultimately, the state, in
one form or another, bears this burden.

Third, a patient’s physician must refer to the
Program and work with the local health department to
complete the required paperwork. The process
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coupled with the low Medicaid reimbursement rate
can be a deterrent for some physicians. Because
patients must be referred to the program by their
physicians, it is important that physicians throughout
the State be apprised of current Cancer Control
Program eligibility criteria.?’ Providers and
communities throughout the state should be
continuously informed about how to access coverage
for eligible indigent patients with cancer.

For FY 2000, 460 providers delivered Cancer
Control Program-sponsored diagnostic services to
1,507 North Carolinaresdents — 93% of whom were
female, 66% were white, 44 % were age 21-34, 73%
had no third party coverage, and 54% had
incomebelow 85% of thefederal poverty
level —at an average cost of $572.75.

For FY 2000, 299 providers
delivered CCP-sponsored treatment
services to 549 North Carolina residents
—88% of whomwerefemale; 42 % were
age 21-34 (8%, <=20; 13%, 35-44; 16%,
45-54; 15%, 55-64; 6%, >65); 66% were
white (29%, black, 5%, American Indian/
Hispanic/Other); 66% had no third party
coverage and 52% had income below
85% of the federd poverty level — at
an average cost of $2,062.51. The breakdown by
primary diagnoses were as follows. 78%-breast and
cervical, 3%-colon, 1%-lung, 2%-prostate, 2%-skin
and 14%-other.

*These numbers are unduplicated countsfor providers
and residents. The Program serves the “poor” who
havelittle or no resourcesfor diagnostic and treatment
services. Even though the Program income is set at
115% of poverty ($19,608 for a family of 4), more
than haf of thoseare below 85% of the federa poverty
level.

Access to Clinical Trials

Clinical research in cancer involves testing
protocols that compare the best available standard of
care against new therapy in a clinical trial. Clinical
trials are considered state-of-the-art care by the
Nationa Cancer Ingtitute and clinical oncologigts of
all specidties. Tremendous advancesin treating many
cancers have resulted from this process. There is
considerable concern, however, that inadequate
support for clinical trials will impede progress in



treating cancer.?® A critica issue involves refusal of
insurance companies to reimburse cancer care that is
based on clinica tria protocols. Peters and Rogers
demonstrated the arbitrariness of decisions made by
insurance companies in determining whether to cover
women with advanced-stage breast cancer who were
enrolled in clinical trials of bone marrow
transplantation.?® Bried and Sheffler reported that
elderly cancer patients may have limited access to
therapies because of coverage limits, particularly if
the therapy is deemed “experimenta.”3® Reluctance
of insurers to reimburse care rendered as part of a
chemoprevention trial for cancer
survivors or individuas at high risk of
developing cancer has been cited as a
barrier to trid participation.?® In addition,
there is growing concern about the role
of managed care in cancer treatment.

In managed care arrangements,
careisfinanced on acapitation basiswith
astrong emphasis on keeping costs down;
because of their complexity and resource
intensity, clinical trials may be viewed
by managed care firms as too expensive
and therefore are not offered to patients
as a treatment option.3* A 1998 study by the Care
Subcommittee found that patients covered by managed
care were half as likely to be enrolled on clinica
protocols as those with traditional fee-for-service
coverage.®> The National Cancer Institute notes that
increased willingness on the part of third party payers
to reimburse experimental therapies is essential to
support clinicd trids, which are widely believed to be
the most effective means of assessing the effectiveness
of new treatments.®

Severa states, notably Maryland and Rhode
Idand, have been successful in granting wider coverage
for cancer clinica trials. The Care Subcommittee has
worked to ensure coverage for clinical trials for state
employees covered by state plans. Despite these
efforts, insurance coverage continuesto be a problem.
A 1999 report by the U.S. General Accounting Office
found that most health insurers continued to exclude
coverage for al clinical trials, although insurers
claimed that case-by-case coverage was possible.
Surveys of the GAO of 11 NCI-designated Cancer
Centersfound varied levels of successinworking with
insurers, with all experiencing at least somedifficulties,
including greater time spent with insurance issues.
Anecdotal evidence suggested benefit in demonstrating

cost parity for thoseenrolled on clinicd trids3® A study
underway by the RAND Corporation in conjunction
with NCI-funded cooperative groups (Cancer and
LeukemiaGroup B, National Surgical Adjuvant Breast
and Bowe Project, the Radiation Therapy Oncology
Group, Gynecologic Oncology Group, the Southwest
Oncology Group, the North Central Cancer Treatment
Group, and the Eastern Cooperative Oncology Group)
aims to compare trestment costs of patients enrolled
on clinica trials compared to those receiving standard
therapies.

Health Care Disparities

In 1998, the Clinton
administration
announced new

initiatives focused on

eliminating health
status and treatment

disparities due to

race and ethnicity.

Recently, broader issues of hedth
care digparities have been recognized. In
1998, the Clinton administration
announced new initiatives focused on
eliminating health status and treatment
disparities due to race and ethnicity. In
1999, Surgeon General Dr. David
Satcher announced Centers for Disease
Control (CDC) coditionsin 18 states to
work on issues related to health
disparities. = Government efforts
culminated in the establishment of a Coordinating
Center for Research on Health Disparities to target
improvement in minority hedlth. This Center will also
work on a strategic plan for addressing issues related
to health care disparities. Health caredisparitiesrelated
torace, ethnicity, sex, age, geographic area(e.g., region
or inner city vs. rurd), or socioeconomic status relate
to al areas of the Cancer Control Plan. Inthefinancia
access arena, the Care Subcommittee will focus on
the relationship of disparities to insurance coverage
and access to cancer care and supportive services
(cancer patients); and that between disparities and
uncompensated care or undercompensated care
(providers).

Other |ssues

Findly, financial worries are experienced by
many cancer patients, even those covered by private
or public insurance. In two studies in Pennsylvania,
insurance and unmet financial needs ranked among
the most significant concerns of cancer patients and
their caregivers.3*3 Cancer patients may experience
difficulty in paying for expensive medication,
equipment, and supplies not covered by third party
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payers.®® In addition, some physicians may be less
likely to direct patients towards more expensive
therapiesif they are un- or underinsured. Unmet costs
of cancer treatment affectsboth patientsand providers.
Studies by the Care Subcommittee and reports by
physicians have indicated significant unmet costs, both
in the gap between billed and reimbursed services, and
that of provided compared to billed services. These
studies have pointed out the great difficulty in assessing
actual unmet costs.

Summary

A substantial proportion of persons diagnosed
with cancer face financia circumstances that limit or
obstruct completely their ability to receive cancer care.
Government programs and legidative mandates have
been established to address some of the barriers to
financial accessto care, but great need remains. Causes
of the problem are complex, and a full understanding
of thefactorsinvolved is essential in order to effect an
improvement. The Care Subcommittee has set forth
the following objectives and strategies as the critica
next steps in beginning to ensure financia access to
carefor al North Carolinians who are diagnosed with
cancer.
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Financial Access Goals, Objectives, and Strategies

Goal 1:
To understand and eliminate financial barriers to care and support for cancer patients.

Target by 2006:

Whether through private insurance, Medicare and Medicaid, or the Cancer Control
Program, North Carolinians with cancer will have adequate financial access to care
and support services.

Data Sources: Datafrom ongoing financial access studiesand quantitative dataon expenditures
and the numbers served by the North CarolinaCancer Control Program will help determinethe
extent to which North Carolinians have adequate financial accessto care and support services.

| mpact by 2006: The proportion of North Carolinianswho have adequatefinancial accessto care
and support serviceswill increase. The datacollected above will be used to formulate specific
targets.

On thefollowing pages,
**Indicatesobjectivesand strategiesthat arefocused on racial, ethnic, socioeconomic,
educational, or age-related disparities.

Objective 1
To minimize or eiminate financia barriers to appropriate clinicd tria protocols as an essentia means of
advancing state-of-the-art therapy.**

Strategies
1. Measure the number and percentage of insurance plans covering clinical trias, the extent of coverage for

clinical trias vs. standard therapy, and the number of North Carolinians whose plans would cover clinical
trials**

Objective 2
To expand the availability and optimize the use of North Carolina Cancer Control Program resources.**

Strategies

1. Measure the percentage change in awareness of and expanded support for the North Carolina Cancer
Control Program among providers and patients, as evidenced by the change/increase in numbers of
patients served as aresult of an increase in the budget for the North Carolina Cancer Control Program or
more inclusive standards for access to the program.**
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Objective 3
To quantify and reduce the number of patients who have unmet financial needs (e.g. patient charges for

medical, paliative, and supportive care not reimbursed by third party payers).**

Strategies

1. Measure and quantify unmet needs, change in unmet needs ($, %, or number of people with unmet needs),
number of cancer patients and survivors with insurance/third party coverage, number or percentage of
services/needs covered, number of patients/survivors with available health care coverage.**

2. Monitor legidative developments regarding the Breast and Cervical Treatment Act which, if passed in
North Carolina, will provide Medicaid funds for treatment of women who are screened and diagnosed
through the North Carolina Comprehensive Breast and Cervical Cancer Control Program.

Objective 4
To quantify the amount of uncompensated care provided by ingtitutions and physicians and anayze the
possible reasons for why this care is uncompensated.

Strategies

1. Quantify uncompensated care, change in uncompensated care (in terms of dollar anounts, percentages, or
number of claims), number of ingtitutions changing provided services or accepted patients due to
uncompensated care.

Goal 2:

To coordinate data collection and programmatic efforts with existing or ongoing studies
and programs being implemented across the state. (See Coordination)

Partner Organizations Thefollowing partner organizationswill contribute to the implementation
of strategiesshown (listed as Objectivefollowed by Strategy). All strategiesare Goal 1.

Brody School of Medicine at East Carolina University: 1.1

Cancer Information Service: 1.1

Duke University Medical Center: 1.1

North Carolina Advisory Committee on Cancer Coordination and Control-Care Subcommittee: 3.1P*, 4.1P
North Carolina Cancer Control Program: 2.1P

UNC School of Medicine: 1.1

UNC School of Public Hedlth: 3.1

Wake Forest University School of Medicine: 1.1P

* Pindicates Principal Agency
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Appropriateness of Care

During the past five years, several national studies have established guidelines
for state-of-the-art surgical* and medical care®*®for women with breast cancer
and cervical cancer,”® and for all people with colorectal cancer®*? or early stage

lung cancer.**14

We now know that lumpectomy and
radiotherapy offers benefit equivalent to mastectomy
for primary treatment of many women with stage 1 or
stage 2 breast cancer. There are also established
guidelines for postoperative adjuvant chemotherapy
or anti-estrogen hormona therapy for many women
with newly diagnosed breast cancer. Several studies
have shown the benefit of adding chemotherapy to
well-established radiotherapy protocols for women
with cervical cancer.

Many patients with colorectal cancer are also
candidates for postoperative radiotherapy or adjuvant
chemotherapy, which has been found to decrease the
chanceof recurrent disease by 25%. For
lung cancer patients, higher survival is
observed for patients receiving cancer-
directed treatment than those who are
untreated.?® Several studies have
demonstrated that survival can be
increased for patients with non-small
cel lung cancer, which represent 75-
80% of the lung cancer cases in the
U.S.*¢ In addition to being a growing
focus for research, ensuring quality
cancer careisfeatured in a1999 report
by the Ingtitute of Medicine.l’

Breast Cancer

A recent national study examined the care of
144,759 women who underwent surgery for early-stage
breast cancer.'® The authors noted that breast-
conserving surgery is being used more frequently in
clinical practice. The authors aso noted that breast-
conserving surgery is a more complex treatment than
mastectomy, by virtue of the separate incision required
for axillary lymph-node dissection and the necessity
for postoperative radiotherapy. The authors

hypothesized that this greater complexity would lead
to decreased conformity with the recommended care.
Results confirmed the hypothesis. The proportion of
women receiving appropriate primary therapy
(mastectomy or breast conserving surgery plus
radiation) fell from 88% in 1983-89 to 78% by the
end of 1995; the proportion of women receiving an
inappropriate form of mastectomy remained stable, but
the proportion of women receiving an inappropriate
form of breast-conserving surgery (omission of
radiotherapy, axillary node dissection, or both)
increased from 10% in 1989 to 19% in 1995.

Cervical Cancer

Despite the higher
survival that has been
documented for patients
receiving cancer -
directed treatment for
lung cancer compared
with those who are
untreated, a sizable and
increasing proportion
of patientsin the U.S.
receive no treatment.

Dueto the widespread use of the
Pap smear as a screening tool in the
United States, more patients are being
diagnosed at earlier clinical stages of
disease, resulting in an increased rate
of survival. Despite this success,
variationsin trestment patternsdo exist
and have been indicated in several
national studies. To date, there is no
published research on whether the
patternsof care seenfor cervica cancer
nationally also exist in North Carolina

Standard treatments of cervical
cancer include surgery, radiotherapy, chemotherapy,
or some combination of the three depending on cancer
stage, Size, and co-morbidities. Younger women are
significantly more likely than older women to be
treated with surgery rather than with radiotherapy.*®
Among al women undergoing surgicd treatment, the
type of hysterectomy performed is appropriate in 80-
96% of cases.?’ There is aso a significant surviva
advantage among women with smaller cancers who
undergo surgical treatment versus radiotherapy,
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regardless of age. However, no survival advantage
between the two treatment groups existsin women with
larger cancer.'® The combination of radiotherapy and
chemotherapy in women not undergoing
hysterectomies appears to be an increasingly
acceptable form of treatment, increasing from about
7% in 1984 to 25% in 1990.2* Although controversial,
this adjuvant therapy has been reported to decrease
the risk of desth by 30-50%.2

Gynecologic oncologists now perform the
majority of hysterectomies for cervical cancer, with
genera gynecologists playing alesser role. In addition,
these hysterectomies are rarely performed in the
community hospital setting. One study reports that
patients undergoing radiotherapy in a community
hospital setting consistently receive lower doses of
radiation than those treated at academic centers.z

Documented racia differences in patterns of
admission and resource utilization for diagnostic and
surgica therapeutic procedures have also been noted
for cervical cancer. A recent report indicatesthat ol der,
minority women are less likely than white women to
have hysterectomies and more likely to be treated with
less definitive procedures.?*

Colorectal Cancer

Variations in treatment patterns for colorectal
cancer have been documented. Adjuvant therapy isless
likely to be provided to rurd residents in North and
South Carolina?® Surveillance and monitoring for
colorectal cancer patients after surgery varies by
specidty of physician.?® Variationsin colorecta cancer
outcomes have also been documented. Improved
survival has been observed among surgeons with more
experience and training.?”?° The extent to which
variations in treatment, and ultimately outcome, are
influenced by patient characteristics (such as socio-
economic status or acceptance of selected therapies)
or medical system characteristics (such as provider
skill and training) is unknown. Better knowledge about
the patterns of care for colorectal cancer patients in
North Carolina will alow us to identify appropriate
strategies to improve care.

Lung Cancer

Despite the higher survival that has been
documented for patients receiving cancer-directed
treatment for lung cancer compared with those who
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are untreated, asizable and increasing proportion (14%
to 19% from 1985 to 1995) of patients in the U.S.
receive no treatment.*® Undertreatment, or suboptimal
treatment of non-small cell lung cancer has been
estimated to range from 34% among Stage 1 patients
to 73% among Stage |V patients.*® Whether a patient
receives treatment for non-small cell lung cancer is
associated with non-clinical demographic factors*°The
percent of patients receiving no treatment increases
with increasing age and decreases with higher incomes.
Racid digparity in treatment has aso been observed,
with lowest non-treatment rates among non-hispanic
whites compared to other races®® and lower surgical
rates among African Americans compared to whites:
In addition, a study in South Carolina found surviva
to be associated with specidty of surgeon, with thoracic
surgeons achieving better outcomes than general
surgeons.® Little is known about treatment patterns
for lung cancer in North Carolina

Study of Appropriateness of Cancer Carein
North Carolina

We do not yet know how well the medical and
surgical practice guidelines for cancer have been
disseminated throughout medical communities in
North Carolinaand whether citizens of North Carolina
arein fact receiving state-of-the-art cancer care.

Between 2001 and 2006, the Care Subcommittee
plans to analyze data reported to the North Carolina
Central Cancer Registry with the aim of determining
theinitial care of cancer patients. The North Carolina
Central Cancer Registry has complete statewide
incidence reporting for recent years and our initial
project will be to determine how complete our
treatment data is for this group of patients by
comparing the accuracy of the treatment data to
Medicare billing data.

A study to be conducted by Dr. Roger Anderson
of Wake Forest University, working in collaboration
with the North Carolina Central Registry and Medical
Review of North Carolina, will include an analysis of
the 1998 data on all cases of stage 1-3 breast cancer
and colorectal cancer diagnosed and treated in North
Caralina. The study seeksto answer questionsrelated
to financia coverage of trestment and the quality of
careprovided. In particular, the study will link registry
and claims data for the purposes of 1) assembling a
more compl ete dataset for cancer patternsof carethan
is currently available for North Carolina; and 2)



expanding the scope of the registry data by looking
beyond the first course of treatment. Using published
standards for cancer care developed by the National
Cancer Ingtitute and American Cancer Society, thedata
will be anadyzed to determine overal proportions of
patients whose data are consistent with standards of
care in North Carolina, and whether this outcome
variesby insurance status (Medicaid, Medicare, VHA).
Aspart of the study, the datawill be analyzed to answer
the questions of the Appropriateness of Care
Workgroup related to accuracy of treatment data and
to providea ' snapshot’ of the patterns of carein North
Carolinafor breast and colorectal cancer. Theanaysis
will examine the following variables: geographic
patterns, race, age, provider type (teaching vs. non-
teaching institution), and referral patterns.
The incompleteness of current data poses a
major chalenge to obtaining an accurate view of the
patterns of cancer carein North Carolina. Many North
Cardlina citizens live in communities that may have
only limited ability to report initia care to the North
Carolina Central Cancer Registry. Following analysis
of the treatment data for breast and colorectal cancer,
the Care Subcommittee plans to continue to anayze
patterns of care, including cervica and lung cancers.

Summary

Widespread adoption of accepted treatment
standards is an integra component of high-quality
cancer care. Dataon current patterns of carefor breast,
cervicd, and colorectal cancersin North Carolinawill
provide critical information for ascertaining the extent
to which North Carolinians are receiving state-of-the-
art care. The objectives and strategies that appear on
thefollowing pagesrepresent the Care Subcommittee' s
priorities for assessing the quality of cancer care in
the state.
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Appropriateness of Care Goals, Objectives, and Strategies

Goal 1 (Quality of Care):

To ensure that North Carolinians affected by cancer are aware of, and have access to,
appropriate, high quality care. Appropriate care includes treatment, management of pain, and
support services that address quality of life issues related to living with cancer.

Target for Appropriatenessof Care by 2006:
North Carolinians with cancer will have adequate access to optimal care.

Data Sources: The datacollected in appropriateness of care studieswill hel p determinewhether
optimal careisbeing provided and what percentage of patientsarereceiving optimal care.

Impact by 2006: The proportion of North Carolinianswith adequate accessto optimal carewill
increase. Thedatacollected abovewill be used to formulate specifictargets.

On thefollowing pages,
**indicatesobjectivesand strategiesthat arefocused on racial, ethnic, socioeconomic,
educational, or age-related disparities.

Objective 1
To determine what percentage of North Carolinians with colorectal, cervical and breast cancers are provided
optimal treatment for these cancers based on the recognized best standard of care.

Strategies

1. Determine whether data from the North Carolina Central Cancer Registry, insurance claims data, and/or
hospital discharge data could be used to analyze the type of cancer care being provided to North
Carolinians.

2. Based on the results of the North Carolina Central Cancer Registry data study, develop studies to identify
the type of care provided to patients, including primary treatment modalities and adjuvant therapy. These
studies may include colorectal cancer, cervical cancer, and breast cancer.

Objective 2
To determine the influence of cancer patients geographic area of residence and economic status on their

choice of treatment.**
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Strategies
1. Using the data collected from each of the studies, analyze the data to identify patterns of care by
geographic area of residence and payer source.

Objective 3
To determine potentia reasons for providing less than optimal care in North Carolina, based on the data

analysis on standards of care.

Strategies
1. Using the data collected, conduct a survey and/or focus groups to determine barriers to optimal care in
North Carolina.

Objective 4
To educate health care providers on the current patterns of care in North Caroling, as identified by Objective

2, Strategy 1.

Strategies
1. Publicize results of above studies and promote discussion among health care providers of currently
accepted standards of carefor:
a Primary management of breast cancer, including adjuvant therapy;
b. Combined moddity therapy of rectal cancer (chemotherapy, radiotherapy and surgery);
c. Adjuvant therapy of colon cancer metastatic to regiona lymph nodes provided at time of initia
surgical removal of cancer; and
d. Combined modality therapy of advanced localized cervical cancer (chemotherapy and radiotherapy).

Goal 2:

To coordinate data collection and programmatic efforts with existing or ongoing studies and
programs being implemented across the state. (See Coordination)

Partner Organizations The following partner organizations will contribute to the imple-
mentation of strategies shown (listed as Objective, Strategy). All strategies are Goal 1.

American Cancer Society, Southeast Divison: 3.1P*, 4.1

Association of North Carolina Cancer Registrars: 4.1

Colon Cancer Alliance: 4.1

Medical Review of North Carolina 1.1, 1.2, 2.1

North Carolina Advisory Committee on Cancer Coordination and Control-Care Subcommittee: 3.1P, 4.1P
North Carolina Central Cancer Registry: 1.1P, 1.2P, 2.1P

North Carolina Medical Society: 4.1

UNC Sheps Center for Health Services Research: 1.1, 1.2, 2.1, 3.1, 4.1

United Hedlth Care: 4.1

Wake Forest University School of Medicine: 1.1, 1.2, 2.1

* Pindicates Principal Agency
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Geographic Accessto AppropriateCare

Geographic accessinvolves a potential linkage between patient and health-care
provider. Actual linkage is established when the patient seeks care fromthe
provider. Thislinkage may weaken as distance and travel timesincrease.

Even when health-care services are
geographicaly accessible, however, patients may not
actualy use them. Minorities and people of lower
socioeconomic status often have reduced access to
health-care services because of lack of insurance or
lack of transportation, or due to cultura barriers. An
individual’s knowledge of and beliefs about what
causes illness and how it can best be treated also
influence whether and what type of care are sought.?
Outreach by the provider is one approach for
promoting the linkage between patient and provider.

Inadequate health-care accessis
cited as a contributing factor to the
rise in cancer incidence and mortality
nationally between 1973 and 1992.
Cancer incidence decreased steadily
between 1992 and 1996, while the
overal increasing cancer mortality
rate began to dow in the mid-1980s
and reversed to adecline after 1991.3
As noted by the National Cancer
Advisory Board in its 1994 evaluation
of the National Cancer Program,
“researchers can devel op new cancer
treatments, but they cannot guarantee peopl€' s access
to...thesetherapies.”

North Carolina has the second-largest rural
population of any state in the United States, with an
esimated 2.5 million North Carolinians, or 33 percent
of the Stat€’ s population, living in areas designated as
rural in 1998.4 Moreover, fifty-seven of the State’ s 100
counties have been deemed in whole or in part Hedlth
Professional Shortage Areas (HPSAS).# 1994 datashow
that an estimated 15 percent of North Carolina's
population live in communities that are medically
underserved* .

* Medically underserved is defined on the basis
of characteristics related to inadequate access to
primary care services. low income, lack of health
insurance, elderly, poor health outcomes, and
inadequate supply of primary care physicians®

As noted by the National
Cancer Advisory Board,
“researchers can
develop new cancer
treatments, but they
cannot guarantee
people saccesstothese
therapies.”

With a rank of One indicating highest
underserved population as a percentage of total
population, North Carolina ranked 40" in the nation
in 1994.5 Nationally, an estimated 17 percent live in
communities that are medicaly underserved.®

Many rural hospitals are financially distressed,
and public funding of hedth carein rurd Americatends
to lag the average for the United States. As a resullt,
rural providers may have reduced ability to adopt
newer technologies and also may lack the resources
necessary to ensure continuity of care.® Rural cancer
patients may be faced with the need
to travel substantial distances in order
to obtain treatment. Along with the
time factor, this entails fuel and
lodging costs as well as the need for
someone to either accompany or
transport them.” This increased travel
time and cost can affect hedlth care
choices as patients weigh these factors
against their need for care®

A 1992 study showed that rura
and minority North Carolina residents
with cancer are diagnosed at later
stages of disease than their urban or non-minority
counterparts.® These findings support the work of Liff
et a., which demonstrated substantia differences in
stage at diagnosisfor rural compared with urban cancer
patients in Georgial® One important reason for the
urban-rura differential may be distance to health-care
providers. Other factors are likely to be involved as
well, including the greater poverty, lower incomes,
lesser educationa attainment, and reduced likelihood
of health insurance coverage of rural residents. These
problems may be especially acute for such special
population groups as racid and ethnic minorities and
the rura elderly.

There is some empirical evidence that
geographic access to and utilization of health-care
services significantly influence cancer outcomes. The
findings of Howe et al. (1992) indicated that rura
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patients were significantly less likely to have access
to state-of-the-art breast cancer treatment than urban
patients.!! In addition, their findings suggested that
urban-rural differences in state-of-the-art treatment
may be related strongly to the differentia in tumor
staging, and that differentia urban-rural accessto state-
of-the-art care contributes to the differential
urban-rural ratesin breast cancer casefatality.!!

The Care Subcommittee has adopted the
elements of comprehensive cancer
treatment asdefined in the 1992 Texas
Cancer Control Plan.*2 These include:
1) hospitals with accredited cancer
treatment programs; 2) radiation
therapy facilities; 3) health-care
specialists in cancer; 4) hospice
programs; and 5) transportation and
local housing services for cancer
patients and their families. A sixth
category, support and survivorship
sarvices, is another important focus of
this Plan. The remainder of the section
on geographic availability follows this Structure.

With three National Cancer Institute-designated
comprehensive cancer centers, North Carolina has a
greater concentration of this unique resource than any
state other than New Y ork. Also, North Carolina sfour
medica schools are each affiliated with and support
active, accredited oncology programs. In addition, the
Southeast Cancer Control Consortium, a National
Cancer Institute-sponsored Community Clinical
Oncology Program organization, is based in Winston-
Salem and affiliated with health-care providers in
Winston-Salem, Charlotte, Asheville, Goldsboro,
Raleigh, Greensboro, Hendersonville, Statesville, and
Gastonia. The purpose of the Community Clinical
Oncology Program is to make the latest National
Cancer Ingtitute-sponsored clinical trids available to
patients and providers outside the traditional academic
medical center setting, and the Southeast Cancer
Control Consortium is one of the largest Community
Clinical Oncology Programs in the country.
Furthermore, there are ongoing efforts among some
urban providers of cancer care to establish care
networks or linkages with rural providers so that
patients in rural areas are afforded the latest
technologies and optimal care. The emerging
technology of telemedicineisfacilitating these efforts.
It should be noted, however, that 15 North Carolina
counties lack a hospital, and thus must “export” al
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As of 2000, 56% of the
State's population live in
counties with an
American College of
Surgeons-approved
oncology program,
compared with 44% in
1996.

patients requiring inpatient care to countieswith greater
health-care resources.

Community hospitals with oncology programs
can seek voluntary accreditation through the American
College of Surgeons Commission on Cancer program.
Accreditation categories include Teaching Hospital
Cancer Program, Community Hospital Comprehensive
Cancer Program, and Community Hospital Cancer
Program. The Program stresses the resources and
processes a hospital-based oncology
program should havein placein order
to provide high-quality cancer care
to patients.** 29 hospitals in North
Carolina have achieved American
College of Surgeons accreditation;
three additional hospitals are
pursuing accreditation. As of 2000,
56% of the State’s population live in
counties with an approved program,
compared with 44%in 1996. Figures
1 and 2 show the distribution of
approved and approval-pending
hospitals. The College recommends that any hospital
that annually reports 200 cases or more to its tumor
registry seek accreditation. By this criterion, there are
12 hospitals in the gtate that should initiate efforts at
becoming accredited. Ten of these facilitiesreport 500
cases or moreto the Central Cancer Registry. Figure
3 shows the number of estimated annual cancer cases
at hospita registries across the state.

For cancer patients who require radiation care,
there are 83 licensed linear accelerators and 33
treatment simulators in Sites across the state. 1n 1996,
there were 62 licensed linear accelerators and 34
treatment smulatorsin 37 sites. Figures 4 and 5 show
the statewide distribution of radiation therapy facilities
with county-based population and cancer prevalence.

The National Cancer Institute Physician Data
Query information system was accessed to obtain
current distributions of oncology-related physicians in
the state. Oncology-related physicians are defined as
hematologists, oncologists, pediatric hematologist-
oncologists, gynecologic oncologists, radiation
oncologists, and surgical oncologists. As can be seen
in Figures 6 and 7, a sizable number of countiesin the
state, many of which arein rurd regions, do not have
oncology specidists, according to National Cancer
Institute data. As there does not appear to be a
manpower standard specifying a recommended
number of oncologists for a given population size,



whether North Carolina has an optimal number of
oncologists cannot be determined.

Oncology nurses are also an important
component of the State's health-care professionals
specializing in the care of cancer patients. According
to North Carolina Medical Board data, there are
approximately 92,500 registered nurses in the state.4
An estimated 900 of these nurses are members of the
Oncology Nursing Society, which has chapters in
Charlotte, the Piedmont area, the Raleigh-Durham-
Chapel Hill (“Triangle’) area, the Greenville area
(Coastal chapter), and the Asheville area (Carolina
Blue Ridge chapter). One-hundred seven North
Carolina registered nurses have been designated
Oncology Certified Nurses. These numbers suggest
that there is a need for greater
representation among North Carolina
nurses in both the Oncology Nursing
Society and the Oncology Nurse
certification. Nationally, there are
approximately 30,000 Oncology
Nursing Society members.® Hospice
nurses may now be designated as Certified Hospice
and Palliative Nurses through a national written exam.
In North Carolina, there are 159 nurses who hold this
designation, and more than 5,600 in the United States.’

Both hospice and home hedlth services appear
to be wdll-represented in the state, as shown in Figures
8 and 9. Home-based hospice care is available in al
100 of the state’ scounties. In addition, distinct hospice
inpatient facilities or units are available in 47 counties
and residential care facilities are available in 27
counties. There has been a dramatic increase in the
availability of these services since 1996, when distinct
hospice inpatient facilities were available in only five
counties and residential care facilities were available
in only three counties. Every county has at least one
Medicare-certified, full-service home health agency,
athough not al are Medicare-certified.*’

The tatewide Care-Line directory of health-care
sarvices, operated by the North Carolina Department
of Health and Human Services, was used to determine
the location and distribution of transportation services
for individua swith medical care needs. These services
are provided by both public and private sources (Figure
10). The American Cancer Society’ sRoad to Recovery
patient transportation program has 52 county-based
units in North Carolina. This program has been
expanded significantly since 1995.

Finally, Figures 11-14 show the average annual

There are now over
eight million cancer
survivors nationwide.

numbers of persons served by the North Carolina
Cancer Control Program, by county. Thisprogramwas
established by the Generd Assembly in 1945 and has
three components: (1) Diagnosis and Treatment; (2)
Prevention, Education, and Early Detection; and (3)
the North Carolina Central Cancer Registry. Whenthe
Cancer Control Program was established, its primary
purpose wasto providefinancial assistancefor medical
careto eligible personswho had, or were suspected of
having, cancer. This purpose continues today.
Beginning in the 1950s, with the new technology of
the Papanicolaou smear, the program was broadened
to include early detection activities.

There are now over eight million cancer
survivors nationwide.!® Asthisfigureincreases dueto
the use of early detection tests and
improved treatments, more and more
attention is focused on issues cancer
survivors face. NCI has recently
established an office of Cancer
Survivorship to address the needs of this
population, and numerous studies are
underway to examine quality of life and long-term
effects (late effects) of treatment. As these studies
mature we will understand how to make survivorship
abetter experience.

It isimportant that support services be available
and accessible for those living with cancer, whether
the cancer has been recently diagnosed or treated many
years earlier. As the concept of survivorship has
evolved from one focusing primarily on clinical
outcomes to one that includes long term quality of life,
the need for expanded services for survivors is
receiving increasing attention. These services include
financia advice, information on managing chronic
treatment-rel ated symptoms, support groups for short-
and long-term survivors, and wellness programs to
maintain optimal overall health. While there are
numerous hospital-based support groups for persons
undergoing treatment, longer-term community-based
support groups and opportunities for the financia and
other services previously described are few, both
nationaly and within North Carolina.l®

The Advisory Committee on Cancer
Coordination and Control and its partners have
implemented several initiatives during the last five
yearsto improve geographic accessto care and support
servicesfor peoplewith cancer. Theseinitiativeswere
outlined in the first edition of this Plan, the North
Carolina Cancer Control Plan 1996-2001. These efforts
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have included the establishment of a Regionalization
Workgroup to address geographic accessissuesin the
eastern region of North Carolina. An Eastern Regional
Cancer Codition has been formed to build networks
or linkages among rural providers and urban cancer
centers so that optimal careis more accessibleto rural
cancer patients. Efforts are also underway to increase
the number of certified oncology nurses in North
Cardlina

Summary

As noted earlier, the geographic availability of
many cancer care and support services has expanded
substantially over the last five years. The Care
Subcommittee will aim to achieve further increasesin
the geographic distribution and availability of these
needed services by 2006.
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Geographic Access Goals, Objectives, and Strategies

Goal 1 (Quality of Care):

To ensure that North Carolinians affected by cancer are aware of, and have access to,
appropriate, high quality care. Appropriate care includes treatment, management of pain, and
support services that address quality of life issues related to living with cancer.

Target by 2006:
North Carolinians with cancer will have adequate geographic access to optimal care.

Data Sources: Datawill be collected ontheavailability of cancer resourcesto assist counties.

Impact by 2006: The proportion of North Carolinianswith adequate geographic accessto optimal
carewill increase. The datacollected abovewill be used to formul ate specific targets.

Objective 1
To increase the number of hospitals in North Carolina with cancer programs accredited by the American

College of Surgeons-Commission on Cancer.

Strategies
1. Form aworkgroup to develop strategies to identify existing barriers to increasing the number of hospitals
to become accredited cancer centers. Report to the Care Subcommittee during 2002.

2. Based on the barriers identified in Strategy 1, implement a plan to increase the number of hospitals with
accredited cancer programs.

Objective 2
To increase the number of cases reported to the Central Cancer Registry by hospitals that do not have a

registry.

Strategies
1. Identify hospitals without tumor registries, send a letter of support for reporting cases to the Central
Cancer Registry, and provide a copy of the administrative rule.

Objective 3
To increase the percentage of radiation therapy facilities offering low-cost transportation and housing
Services to patients.

Strategies
1. Identify existing barriers to provision of low-cost transportation and housing.
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2. Based on the barriers identified, partner with groups across the state to discuss and plan how to eliminate
these barriers.

Objective 4
To support efforts to establish linkages among rural providers and urban cancer centers so that optimal careis
more accessible to rural cancer patients.

Strategies

1. Continue support of the Eastern Carolina Cancer Coalition and encourage collaborative efforts in the
community to provide optima care to rura cancer patients and identify and support regiona efforts with
similar goas across North Carolina.

Objective 5
To increase the number of oncology-certified nurses and the number of nurses in the state who hold member-
ship in the Oncology Nursing Society.

Strategies
1. Meet with regiona groups of the Oncology Nursing Society to identify and discuss ways to encourage
nurses to seek oncology certification, Oncology Nursing Society membership and involvement.

2. ldentify and approach organizations that might be willing to fund scholarships to support nurses in
obtaining oncology certification. Possible funding sources include the North Carolina Advisory
Committee on Cancer Coordination and Control, hospitals, and universities.

Goal 2. To coordinate data collection and programmatic efforts with existing or
ongoing studies and programs being implemented across the state.
(See Coordination)

Partner Organizations The following partner organizations will contribute to the
implementation of strategies shown (listed as Objective followed by Strategy).

American Cancer Society: 2.1, 3.1P, 3.2P

American College of Surgeons: 1.1, 1.2, 2.1

Association of North Carolina Cancer Registrars. 2.1P

Blue Ridge Cancer Codlition: 4.1

Eastern Carolina Cancer Codlition: 4.1

North Carolina Advisory Committee on Cancer Coordination and Control-Care Subcommittee: 1.1P, 1.2P,
21,32 ,41P, 52,52

North Carolina Central Cancer Registry: 2.1P

North Carolina Department of Health and Human Services-Office of Citizen Services Care Line: 3.1

312



Cancer Pain Management

Pain control continuesto be a significant problem for many patientsliving with
cancer despiteincreasing support for institutionalization of effective pain
management servicesin all health care practice sites. Even though the pain
associated with cancer can be managed effectively in most patients, cancer pain

is often undertreated.

Thirty percent of patients with cancer have pain
at the time of diagnosis, and 65 to 85 percent have
pain when their disease is advanced.! The panel that
developed the Agency for Health Care Policy and
Research practice guideline for management of cancer
pain advocates prompt and aggressive treatment of
cancer pain.2Cancer pain can be effectively treated in
8510 95 percent of patientsusing an integrated program
of medications, nerve blocks, radiation therapy,
surgery, and cognitive/lbehavioral therapies' Despite
the existence of effective treatment options, the World
Health Organization estimates that up to 70 percent of
patients with cancer pain do not
receive adequate relief 3

Unnecessary suffering,
disability and reduced qudity of life
are well known consequences of
unrelieved cancer pain. Recent
studies show that additional
consequences of unrelieved pain
include impaired immune function,
loss of appetite, sleeplessness,
decreased bowel and pulmonary
function, and anxiety and depression. These
consequences lead to longer hospital stays, increased
rates of re-hospitalization, increased outpatient visits
and decreased function that frequently result in loss
of income and insurance coverage.* Thus the costs of
unrelieved pain bear a physical, emotiona, socia, and
financid impact on the individud patient, the family
and the economic and health care systems of our
country.

North Carolina Initiatives to Address Pain
Control Access | ssues

The Cancer Pain Advisory Committee (CPAC),
awork group of the Care Subcommittee of the North
Carolina Advisory Committee on Cancer Coordination

Unnecessary suffering,
disability and
reduced quality of life
are wel known
consequences of
unrelieved cancer pain.

and Control, was convened in February 1998. CPAC
was charged with the task of developing and
implementing a plan of action to meet the Access to
Pain Control Goas and Objectives outlined in the
North Carolina Cancer Control Plan 1996-2001.
Collaborative aliances were established with the North
Carolina Cancer Pain Initiative (NCPI) and other
interested parties to carry out the CPAC mission.

The Cancer Pain Advisory Committee and the
North Carolina Pain Initiative conducted a series of
surveys to identify the barriers to provision of optimal
pain in North Carolina. In 1992,
surveys of health-care practitionersin
institutional settings identified the
chief barriers as lack of knowledge
about pain management, inadequate
assessment of pain and conservative
prescribing and administration
patterns as the chief barriers to the
provision of optimal pain
management.

In 1998, a survey and focus
groups were conducted in community settings with
home health nurses, hospice nurses, and personsliving
with cancer. Nurses identified lack of education and
experience in pain management, lack of physician
support, lack of pain assessment skills on the part of
health care providers and patients, and fear of
regulatory boards asthe main barriersto effective pain
management. Personsliving with cancer reported that
the main barriers were fear of addiction and loss of
control, belief that pain is an inevitable part of having
cancer, lack of knowledge on the part of health care
providers and patients, lack of time and reluctance to
talk with heslth care providers about pain, and inability
to obtain needed supplies and follow-up care in home
community settings. Persons living with cancer also

made it clear that the desire for relief of pain went
well beyond control of personal discomfort to the need
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to be able to care for and enjoy one’ s family, to return
to work, and to pursue other life interests. Findings
from the survey and focus groups are consistent with
findings documented in current national and
internationa literature.>678

In order to examine whether there were any
legally imposed impediments to the provision of
effective pain management, CPAC recruited
representatives from the North Carolina Boards of
Medicine, Nursing, and Pharmacy to review existing
practice acts, statutes and regulations. No significant
statutory or regulatory barriers to successful pain
management in North Carolina were found; however,
problems of misconceptions, myths, and
misinformation regarding cancer pain management
were identified. David E. Joranson confirmed the
findings of this group in his 1999 report evaluating
pain management related statutes and regulations in
seventeen states, including North Carolina® The
Practice Review Group was also asked to contribute
to the formulation of a joint statement by the North
Carolina Boards of Medicine, Nursing,
and Pharmacy Practice. The statement,
entitled “Joint Statement on Pain
Management in End-of-Life Care,” was
issued in October 1999.

It became clear to CPAC and its
partners that correction of the major
impediments to effective pain
management would require expanding
knowledge and understanding of the
topic among health care providers,
patients and the genera public. With
the help of the Pain Initiative, the American Cancer
Society, AreaHedlth Education Centers, and the newly
formed North Carolina End of Life Care Codlition,
Cancer Pain Control AwarenessWeek washeldin June
1999 and 2000. A variety of educationa materialswere
produced for use during Pain Control AwarenessWeek
activities: a video depicting six patients and three
oncol ogists discussing how effective pain management
could be achieved; presentation materials to be used
with the video in group discussions, and a brochure
entitled “Managing Pain When You Have Cancer.”
These items, along with the Agency for Health Care
Policy and Research Clinica Practice Guiddine for
Management of Cancer Pain,? copies of the “Joint
Statement on Pain Management in End-of-Life Care,”
and related American Cancer Society materials were
distributed to 1200 hedlth care providers and multiple
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Resour ces to
promote effective
pain management

have increased
steadily over the
last five years.

community agencies and groups in 1999 and to an
additional 600 of these organizations in 2000.
Newspaper advertisements on pain management were
published across the state and a videoconference for
hedlth care providers on effective pain management
were part of the Awareness Week activities for both
years. Numerous organizations supported and
participated in the Awareness Week campaigns,
including professiona and trade associations, hedlth
care and governmenta agencies, and volunteer, civic
and community groups.

In order to address more effectively the
challenge of improving access to pain management,
the North Carolina Cancer Pain Initiative drafted and
approved by-laws that included provisions for
employing staff, establishing regional affiliates, and
making application for incorporation and non-profit
gatus. Theby-lawsasoincluded aprovisonto change
the name of the North Carolina Cancer Pain Initiative
to the “North Carolina Pain Initiative’ to enable the
organization to better address the needs of hedlth care
agencies seeking to improve their pain
management services. The Pain
Initiative is taking the lead in developing
an institutionally based consultation
service to begin in February 2001. The
servicewill receive support from CPAC,
the North Carolina End-of- Life Care
Coadlition, American Cancer Society, and
the American Alliance of State Cancer
Pain Initiatives. The Pain Initiative also
plans to become a clearinghouse of
pertinent pain management information
such asthat gathered in the 1999 Best Practicesin Pain
Management Survey administered by CPAC to
hospitals, hospice and home health agencies across
North Carolina

Resources to promote effective pain
management have increased steadily over thelast five
years. The Joint Commission on Accreditation of
Healthcare Organizations (JCAHO) has developed
standards on assessment and management of pain that
will be a mandatory part of the accreditation process
effective January 1, 2001.1° A survey of North Carolina
ingtitutions providing health-care-provider education
is being developed by the North Carolina End-of-Life
Care Codlition for completion in 2001. The survey will
assess the ingtitutions' curricula on end-of-life care,
including pain management. Data from this survey will
be used to identify the changes needed, and a plan



outlining the best approachesto effect the changeswill
be developed with input from al stakeholders.

The North Carolina End-of-Life Care Coalition
has been institutionalized as part of The Carolinas
Center for Hospice and End-of-Life Care. Knowledge
about the effects of unrelieved pain on adultswho are
older, cognitively impaired, or a the end of life has
increased. 112 Thereare also new research findingson
managing pain in children.** Many new educational
tools are available on the topic of effective pain
management.t* Ongoing research has yielded new
pharmacologic and complementary pain control
methods and a better understanding of the barriers to
effective pain management.*®

Summary

North Carolina has a strong organizational and
technological foundation for achieving effective cancer
pain management for its citizens. The partners who
are working together to promote access to effective
pain management services have grown in both number
and strength. While the growth of resourcesisexciting
and encouraging, much work remains to be done. All
practice sites need to have pain management policies,
procedures, and standing orders, aswell asacommittee
to ensure that effective pain management servicesare
being provided. This structure is currently available
in some agencies, such aslarger hospitalsand hospices.
However, many small hospitals, home health agencies,
nursing home, and loca clinics need assistance and
encouragement to incorporate the components of
effective pain management into their daily practice.

The pain management content of the curricula
of schools providing education for health care
providers must be examined to identify missing
elements and amended to include al components of
effective pain management. Practicing clinicians need
continuing education in effective pain management
that is offered in multiple formats. Education of
patients, families, and the general public about
effective pain management is equally important. In
summary, it is imperative that all available resources
be effectively brought to bear to further increase
knowledge and awareness of the components of
effective pain management and to ensure access to
effective pain management through al heath care
practice sites in North Carolina
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Cancer Pain Management Goals, Objectives, and Strategies

Goal 1 (Quality of Care):

To ensure that North Carolinians affected by cancer are aware of and have access to
appropriate, high quality care. Appropriate care includes treatment, management of
pain, and support services that will address quality of life issues related to living with
cancer.

Target for Cancer Pain M anagenment by 2006:
All North Caroliniansliving with cancer will receive state-of-the-art management of their cancer
pain.

Objective 1
To support the activities of the North Carolina Pain Initiative.

Strategies

1. Employ a full-time staff person and a part-time clerical person to build NCPl membership, assist with
dissemination of pain control information, and promote community awareness and education regarding
pain control issues.

2. Egtablish and promote a pain management consultation service to assist home health agencies, nursing
homes, and smal hospitas with assessing, improving and ingtitutionaizing effective pain management
Services.

3. Egtablish a clearinghouse on best practices in pain management to be disseminated by web site, newd etter
and use of toll free number.

Objective 2
To promote awareness and adoption of current recommended standards of care for effective pain

management.

Strategies

1. Disseminate copies of the recommended standards of care for effective pain management to hospitals,
pharmacies, home health providers, hospices, nursing homes, private practice offices, radiation therapy
facilities, and American Cancer Society offices throughout the state.

Objective 3
To promote awareness of current recommended standards of care for effective pain management among

patients, families, and the genera public.
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Strategies

1. Disseminate copies of current recommended standards of care for effective pain management to patients,
families and the genera public. The information will be disseminated in multiple formats, to include:
community group presentations of the pain management video, brochures/books on pain management,
pain self assessment and guidance on talking with health care providers about pain, newspaper ads, public
television presentation of the pain management video, and web sites.

Objective 4
To encourage incorporation of cancer pain management issues within curricular for health-care professionals-

in-training, particularly physicians, nurses, and pharmacists.

Strategies

1. Digtribute information on current recommended standards of care for effective pain management to
individuals responsible for curriculum development at the state’'s medical, nursing and pharmacy schooals,
and assess use of this information.

2. Anayze data collected on the pain management portion of the 2001 survey of end-of-life care curricula
of North Carolina ingtitutions providing education for health care providers and use these data to inform
and facilitate needed additions and changes to the pain management curricula of these schools.

Objective 5

To promote awareness of cancer pain management issues among practicing health-care
professionals, with a particular emphasis on community-based nurses, pharmacists and primary-care
physicians.

Strategies
1. Provide continuing education programs in multiple formats on management of cancer pain.

2. Provide information on cancer pain issues to the state’ s health care providers, especially practicing
physicians, nurses, and pharmacists during the annual Pain Control Awareness Week and at other times
during the year when indicated.

Goal 2 for Quality of Care:
To coordinate data collection and programmatic efforts with existing or ongoing studies
and programs being implemented across the state. (See Coordination)

Partner Organizations The following partner organizations will contribute to the
implementation of the strategies shown (listed as Objective followed by Strategy). All
strategies are Goal 1.

American Cancer Society, Southeast Divison: 1.1P*, 1.2, 1.3, 2.1, 3.1, 5.2

Cancer Information Service: 1.3, 2.1, 3.1, 5.2

North Carolina Advisory Committee on Cancer Coordination and Control-Care Subcommittee: 1.1P, 1.2, 1.3,
21,31,41P, 42,51,52

North Carolina Association for Home and Hospice Care: 2.1, 5.1

*P indicates Principa Agency
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North Carolina Medica Society: 5.1

North Carolina Nurses Association: 5.1

North Carolina Pain Initiative: 1.1P, 1.2P, 1.3P, 2.1P, 3.1P, 4.1, 4.2, 5.2P

The Carolinas Center for Hospice and End-of-Life Care: 1.1, 1.2, 2.1, 4.1, 4.2P, 5.1, 5.2
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Lymphedema

Patients with cancer can devel op lymphedema from surgical resection of
lymphatic vessel s and nodes, from radiation-induced fibrosis around these
structures, and from obstruction of lymphatics and nodes by metastatic tumor.

Lymphedemais defined as “an accumulation of
lymphatic fluid in the interstitial tissue that causes
swelling, most often in the arm(s) and/or leg(s), and
occasionally in other parts of thebody.” Lymphedema
can develop when lymphatic vessals are missing or
impaired (primary), or when lymph vessels are
damaged or lymph nodes removed (secondary).!
Patients with cancer can develop lymphedema from
surgical resection of lymphatic vesselsand nodes, from
radiation-induced fibrosis around these structures, and
from obstruction of lymphatics and nodes by metastatic
tumor. Lymphedema causes concern to patients due
to the perception that it inevitably leads to significant
swelling, disfigurement and loss of mobility. It can
be a constant reminder of the cancer diagnosis and,
once present, requires 24-hour attention. It causes
concern to health care professionas due to lack of
knowledge about effective prevention and treatment
interventions and the worry that the patient’s fear of
potentia side effectsmay delay diagnosisor treatment.

Following cancer trestment there may be an
acute lymphedema, seen frequently after axillary
treatment for breast cancer, that resolves in a few
weeks. Having an episode of acute lymphedema post-
operatively or during and shortly after radiation therapy
does not increase the risk for chronic lymphedema.?
The time period following completion of the cancer
treatment and resol ution of the acute lymphedemaand
prior to the onset of symptoms of chronic lymphedema
is caled the “latent phase.” During this phase, the
limb appears normal but the function of the lymphatic
system is compromised.

Many people who develop lymphedema recall
atriggering event, which can be quite minor such asa
mosquito bite, a minor injury or an arplane flight.
Lymphedema then evolves through stages. The first
stage is reversible; the edema resolves with elevation
and is absent upon arising from deep. The tissue is
soft and maintains an indentation when the edematous

limbispressed. If untreated, thefirst stage progresses
to the second stage during which gravity no longer
resolves the edema and decreased range of motion is
reported.® A more severe third stage is called
“dephantiags’. The skin is thickened and mohility is
significantly reduced. Lymphangiosarcoma (Stewart-
Treves Syndrome) isarare soft tissue sarcomaarising
from chronically edematous extremities.*

Incidence

Breast cancer hasresulted in the largest number
of people with cancer-related lymphedema. The
incidence of lymphedema with other types of cancer
islesswell understood. Retrospective studies of the
incidence of breast carcinoma-related lymphedema
show a range of from 6% to 30%.° The largest
retrospective study examined 5,868 cases of breast
cancer in Germany going back to the 1950’ s (included
were 211 women with both breasts involved). The
criterion for lymphedema was an increase in arm

Table 1. Incidenceof lymphedemafollowing
treatment for breast cancer: All with axillary
lymph nodedissection ©

Overdl incidence 24.0%
Radical mastectomy and radiation  44.0%
Radical mastectomy without

radiation 22.3%
Modified radical mastectomy

and radiation 28.9%
Modified radical mastectomy

without radiation 19.1%
Lumpectomy and radiation 10.1%
Lumpectomy alone 6.7%
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circumference of at least 2 cm. This study showed a
decline in lymphedema with more conservative
surgical proc3edures and without radiation therapy,
asshownin Table 1.°

These data are consistent with astudy by Kissin
in 1986 of 200 patients. The study showed the highest
incidence of lymphedema in the group of patients who
had undergone both axillary lymph node dissection
and radiation therapy.?

The incidence and prevalence of lymphedema
in the United States population and North Carolina
are unknown. Applying Schunemann and Willich's
(1997) findings of lymphedema incidence (Table 1)
to 1997 breast cancer incidence data (by type of
treatment received) for North Carolina” one can
estimate the numbers of cases of expected lymphedema
based on the treatment received (Table 2).

Sentinel lymph node biopsy is a surgical
procedure whereby the breast tumor isinjected with a
dye or radioactive protein, which facilitates lymphatic
mapping. The advent of this technology is expected to
significantly reduce the incidence of lymphedema®®
Itishoped that promotion of cancer screening and early
detection will also reducetheincidence of lymphedema
as cancer istreated at an earlier stage.

Prevention

The mainstay of lymphedema prevention
remains early cancer detection. Fortunately,
especialy for breast and cervical cancer, screening
has resulted in a shift in presentation toward an
earlier stage, which permits less extensive treatment.
Once cancer has been diagnosed, preventive
strategies will help reduce the incidence of
lymphedema. Persons at risk are advised to follow
certain precautions, some of which are anecdotal.
Other precautions have a sound scientific basis, but
none has been validated by prospective studies.®

Expecting people to change their lifestyles to
prevent lymphedema is a challenge for the physician,
sinceit is uncertain whether lymphedemawill develop
and there is a shortage of scientific studies on the
efficacy of preventive approaches. However, in the
interest of informed consent and patient control over
his or her own life choices, it is essentid that options
for lymphedema prevention be discussed with the
patient (Table 3).* The recommendations arelifelong
and include avoiding introducing anything past the
barrier of theskin, sncethismay causeinfection. Early
treatment when signs of infection arise is essential.
Consider having antibiotics on hand so that treatment

Table 2. Expected numbersof casesof lymphedemafollowing treatment for breast cancer:

All with axillary lymph node dissection®

Treatment Tvpe Incident Cases, | Lymphedema Expected cases
P Breast Cancer’ | Incidence Rate® | of Lymphedema

Radical Mastectomy ,

and Radiiation 3 44% 1

Radical Mastectomy

without Rediation A 22.3% 7

Modified Radicd Magtectomy

and Radiation 288 28.9% 83

Modified Radicd Mastectomy

without Rediation 2467 19.1% 471

Lumpectomy with lymph node .

dissection and Rediation 1016 10.1% 102

Lumpectomy with lymph node .

dissection without Radiiation 546 6.7% 36

Total 4354 16.1% 700
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can be started promptly. Simple precautions can be
taken by wearing gloves when working outdoors and
while washing dishes, in order to avoid irritation from
hot water and detergents. Taking precautions against
mosquito bites and inadvertent burns is advised.
Cuticles should not be trimmed but rather pushed
gently when getting a manicure.

Also to be avoided are condtrictive clothing,
jewelry, and shoulder bags on the involved limb. Signs
are posted in hospitals to caution against blood draws,
IV lines, and monitoring of blood pressure on the
involved limb. Pink armbands are available to help
remind medical personnel.’> Due to the
pathophysiology of lymphedema, during the latent
phaseaclass 1 (20 - 30 mm Hg) compression garment
is recommended during vigorous activities as well as
during airline flight as the onset of lymphedema has
been reported with more frequency in these
stuations.*®

lymphedemabut also to follow the responseto therapy.
Treatment

The most effective, non-invasive, safe and
dependable treatment for lymphedema is termed
“combined (sometimes complex or complete)
decongestive therapy” or CDT.*¢ CDT has two
phases. Phase One, or the intensive phase, is done on
a dally or twice daily basis for 1 to 4 weeks and
involves a multifaceted approach: skin care; manual
lymphatic drainage (MLD), aunique form of massage;
multilayer bandaging with short stretch bandages; and
specific exerciseswhilewearing the bandages. Phase
Two servesto maintain and maximize results achieved
during Phase One. It includes skin care, low stretch
support garments (20 to 50mmHg) during the day,
bandaging at night, and exercises. Over time MLD
helps to decrease the fibrosis and improve the quaity
of the skin and subcutaneous tissue.":18

Treatment results with CDT have been

Table3. Essential Precautionsfor the At-Risk Extremity satisfactory.'%*° Inastudy conducted between

Elevate limb when possible
Wear compression garments during airplane travel

Avoid injury, infection and burns-treat with antibiotics at first sign of infection
Avoid congtricting clothing, jewelry or accessories

Avoid muscle strain - wear compression garments when exercising

Avoid Vs, needle sticks and blood pressure monitoring of involved limb

1992 and 1995,
lymphedema reduction
following CDT averaged
63% for the arm and 69%
for the leg.?® In a 1998
study, the reductions
following CDT averaged
59% for the arm and 68%

Diagnosis

The diagnosis of lymphedema is most often
based on the history and physical exam. There is
usually no pain, but tightness and aching are common
complaints. A sensation of fullness may be reported
even before edema can be observed during physical
examination. It is generaly believed that ninety
percent of the people with chronic lymphedema note
the onset within the first three years after treatment.
Lymphedema diagnosed 20 to 30 years after cancer
treatment is unusua but reported. J.R. Casley- Smith
reviews, in detail, methods of estimating extremity
volumes from several circumference measurements,
water displacement and adeviceusing aninfrared light
to estimate volume. The circumference measurement
is accurate, smple and cheap.* Measurements are

made not only to assess the initial degree of

for the leg.?° Reductionsin
lymphedemafollowing trestment with CDT have been
shown to persist at 12 months!® and 36 months.*®
Decreased incidence of infection following CDT has
also beenreported. 2122

All patients have been shown to respond to CDT
to some degree, but if the response is not as expected
then the physician must consider whether the correct
diagnosis was made and whether other concomitant
diagnoses are left untreated (e.g. congestive heart
failure, diabetes, deep vein thrombosis). Other factors
to be considered as possible reasons for a reduced
response include the technique of the therapist, poor
compliance by the patient, and possible patient self-
infliction.

Volumetricsisatool that may be used to monitor
response to treatment. Volumetrics are calculated to
determine the volume of fluid difference between an
affected extremity and anon-affected extremity. If both
extremities are involved, then the volumetrics before
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and after treatment are compared. Volumetrics are
determined by taking circumferential measurements
every four centimeters up the extremity and using these
measurements in a mathematical formula that
determines the volume differences.

Training and Certification

CDT therapists have been trained in avariety of
schools, dl teaching a very similar technique. There
isan effort underway to devel op anational certification
exam that will require a minimum of at least 80 hours
of training. The certification will help patients and
referring clinicians determine where best to seek
treatment.

In North Carolina there are a growing humber
of trestment programs offering combined decongestive
therapy. There are only a few physicians in North
Carolina who have received training in the treatment
of lymphedema with CDT.

Psychosocial and Financial Aspects

Lymphedema can affect one's daily life, salf
image, and sexuality.?"Z Programsthat offer treatment
for lymphedema are encouraged to incorporate a
support network or support group to enable patients to
discuss coping mechanisms and issues related to
lymphedema.* The National Lymphedema Network
(www.lymphnet.org) has provided resources for
individuas with lymphedema and there are many chat
rooms on the Web where information is exchanged.

The Women’ sHealth and Cancer Rights Act of
1998 led to Medicare payments for the treatment of
cancer related lymphedema. Most private insurers
provide insurance reimbursement as well. Thereisa
continual strugglefor appropriate reimbursement given
the time required per session and the need to treat at
least daily for an adequate response.

Additional Resources and Future Directions

Several important efforts have been undertaken
to promote education about lymphedema and
assistance for those who have the condition. Given
the fact that breast cancer survivors make up alarge
fraction of those living after being treated for cancer,
the American Cancer Society held an international
lymphedema workshop on breast cancer treatment-
related lymphedemain February 1998. The workshop
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resulted in recommendations for research, clinical
practice, public and professional education, and
advocacy.?® The National Lymphedema Network
(NLN) has been working since 1988 to provide
education and guidance to lymphedema patients, hedlth
care professionals and the general public. In addition,
the NLN supportsresearchinto the causesand possible
aternative treatments for lymphedema.!

In North Carolina, the Lymphedema Workgroup
of the Care Subcommittee of the North Carolina
Advisory Committee on Cancer Coordination and
Control wasformed in 1999 to help address the needs
of both patients and providers who face this diagnosis.
To these ends, the Lymphedema Workgroup has
planned severa important initiatives. For example, the
Workgroup will provide continuing education
programs. A traveling exhibit with information about
lymphedema is available for display at medical
conferences as well as conferences for the lay
community. The exhibit also includes information
about resources in North Carolina. A brochure for
patients who have been treated for cancer is being
distributed widely to hospitals and medical offices. A
video about lymphedema prevention and treatment is
being developed and will be available in 2001. Other
efforts planned for the years 2001 through 2006
include: conducting surveys of hospitals and the public
concerning treatment activities and knowledge;
collecting baseline incidence and prevalence data for
North Carolina; developing studies of treatment
modalities, and distributing information on existing
treatment and support services.

Summary

There are many unmet needsfor the patient with
lymphedema. Lymphedema will be addressed more
effectively once the medical and surgical community
is better informed about its prevalence, prevention and
treatment.

Research on the incidence, prevalence,
prevention, and treatment outcomes for lymphedema
is encouraged. Incidence and prevaence data would
assist gresatly in determining how to address the needs
of North Carolinians who have lymphedema or are at
risk for it. Again, the mainstay of lymphedema
prevention remains early cancer detection.
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Lymphedema Goals, Objectives, and Strategies

Goal 1 (Quality of Care):

To ensure that North Carolinians affected by cancer are aware of and have access to
appropriate, high quality care. Appropriate care includes treatment, management of
pain, and support services that address quality of life issues related to living with
cancer.

Target by 2006:

Health care providers and patients who have been treated for cancer will be made
aware of and have access to support services to prevent and manage the symptoms
of lymphedema.

Data Sources: Datawill be collected on the preval ence of lymphedemain North Carolina
and ontheavailability of support servicesfor thiscondition. Methodsto measure aware-
nessof support serviceswill beexplored.

I mpact by 2006: The proportion of North Carolinianswho are aware of support servicesto
prevent and manage the symptoms of lymphedemawill increase and theincidence of
lymphedemawill decrease. The datacollected above will be used to formul ate specific

Objective 1
To collect basdline data to determine the incidence and prevaence of lymphedemain North Carolina over the
five-year period from 2001-2006.

Strategies
1. Develop and conduct a study to identify persons with lymphedema.

Objective 2
To develop and disseminate an inventory of organizations and groups that provide education and treatment of
lymphedema in North Carolina

Strategies

1. Develop and implement surveys for hospitals to determine the existence of any lymphedema treatment
activities.

Objective 3
To gather and review existing data on the causes of lymphedema
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Strategies
1. Identify studies being developed and encourage survey questions that focus on determining the risk factors
associated with lymphedema and questions that assess the impact of lymphedema on quality of life.

Objective 4
To promote awareness of lymphedema management issues among practicing health care professionals, with

an emphasis on identifying persons at risk for lymphedema and ways to prevent lymphedema.

Strategies

1. Identify hedlth care providers who would like more information on lymphedema and provide educational
in-services on lymphedema treatment and prevention. Focus efforts on the accredited comprehensive
community cancer centers in North Carolina

2. Provide continuing education programs (CMES) on lymphedema to cancer centers.
3. Provide at least six tours of a traveling exhibit to medical conferences.

4. Provide statewide distribution of lymphedema information, including availability of trestment services
and certification programs for providers.

Objective 5
To promote public awareness of lymphedema, with particular emphasis on persons with lymphedema and
persons at risk for the condition.

Strategies

1. Develop and display a traveling exhibit for the generd public and cancer patients/survivors to raise
awareness of lymphedema and its treatment. The exhibit will be used at hedlth fairs and with patient
advocacy groups.

Objective 6
To promote the credentialing of lymphedema therapists.

Strategies
1. Provide current information to Lymphedema therapists and physical therapists on the various therapies
and how to obtain credentialing of these services.

Objective 7
To increase physician awareness regarding appropriate candidates for lymph node dissection, sentinel lymph

node biopsy and those for whom lymph node evaluation is not required.
Strategies

1. Include information regarding appropriate candidates for lymph node dissection, sentinel lymph node
biopsy and lymph node evauation in the traveling exhibit and CME program.

328



Objective 8
To encourage insurers to provide reimbursement for the treatment of lymphedema and the necessary durable
medical equipment associated with treatment.

Strategies
1. Provide insurers with the data collected on the incidence and prevalence of lymphedema.

2. Provide information to insurers on the standard of care for the treatment of lymphedema and associated
benefits to persons with lymphedema.

Goal 2 for Quality of Care:

To coordinate data collection and programmatic efforts with existing or ongoing studies
and programs being implemented across the state. (See Coordination)

Partner Organizations. The following partner organizations will contribute to the
implementation of strategies shown (listed as Objective, Strategy). All strategies are Goal 1.

North Carolina Advisory Committee on Cancer Coordination and Control-Care Subcommittee: 3.1P*, 4.2P,
43P, 5.1P, 5.2P, 6.1P, 7.1P, 8.1P, 9.1P, 9.2P
American College of Surgeons: 4.1P, 4.4P, 5.3P, 5.4P, 8.1

* Pindicates Principal Agency
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Living with Cancer/Survivor ship

It is estimated that more than 8.4 million Americans are living after being diagnosed
with cancer.! There are approximately 95,000 North Carolinians living with cancer .2
Fifty years ago, only 20 percent of cancer patients lived five years after diagnosis.
Today, more than 60 percent survive their disease for five years or longer.t Thus,
issues pertaining to cancer patient quality of life, rehabilitation, and preservation of
function have become increasingly important.

The Nationa Coadlition for Cancer Survivorship
defines “survivorship” as beginning at diagnosis and
continuing through the remainder of life2 The idea
that cancer survival begins on the day of diagnosisis
replacing the longstanding belief that surviva only
begins once a patient is in remission.* Survivorship is
no longer equated with long-term survival or cure®

Advances in diagnosis and treatment of cancer
have led more people to look forward to longer,
productive lives. Pediatric oncology has had great
success and ranks among the most impressive in
medical accomplishments. A disease that was
uniformly fatal 40 years ago can now
be cured with an overall success rate
approaching 80%.° Advances in the
management of the disease have led to
more favorabl e attitudes toward cancer
and lessfear of the disease’ s treatment
among the public. The Nationa Cancer
Institute reports that respondents to
surveys such as the 1987 National
Health Interview Survey are more
optimistic about the potentia to treat
cancer effectively than they have been
inthe past.®

In 1975, Dr. Giulio D’ Angio expressed a need
to offer lifelong support and wrote” ...apardld effort
is required in oncology so that the children of today
don’t become the chronicaly ill adults of tomorrow.”®
This vision has become a redlity today. There is a
growing movement for cancer support as indicated in
1988 when A Cancer Survivors Bill of Rights was
written by Natalie Davis Spingarm and was published
by the American Cancer Society.® The changing
terminology from cancer victim to survivor shows that
the cancer survivorship movement has made progress
and it beliesthe still frequently held myth of cancer as
a death sentence.®> New efforts focusing on how to

The idea that cancer
survival begins on
the day of diagnosis
Is replacing the
longstanding belief
that survival only
begins once a patient
IS in remission.

reduce the long-term effects of therapy (late effects)
are beginning. These efforts include the refinement of
treatment protocols and the possibility that genetic
research will yield future cures without late effects.®

Cancer Survivors Needs

During the period of survivorship, individuals
may be faced with physical, emotional, social,
vocational, and financial challenges.® Physical
disabilities due to either the cancer or its treatment
may have a multi-system effect causing damage to
heart, kidney, liver and centra nervous
systems. Examples of the late effects of
surgery include functional changes and
cosmetic deformities resulting from
amputations, lymphedema resulting
from lymphadenectomy, and intestinal
obstructions from adhesions following
abdominal surgery.’

The specific challenges faced by
cancer survivors may vary greatly
depending on cancer type and treatment
mode. Chemotherapy may cause late
effectssuch ascataracts, pulmonary fibrosis (hardening
of lung tissue), decreased liver function and
impairment of central and peripheral nervous systems.
Decreased rena function may occur and sometimes
resultsin the need for kidney dialysis. The late effects
of radiotherapy mostly involve the organs and tissues
that are the target of treatment and may include
atrophy, fibrosis and cosmetic deformities. It is often
unclear who is monitoring these side effects - the
oncologist or the primary care physician. The
oncologist frequently does not follow a patient beyond
the five years following treatment.’

Fatigue is another important concern of
survivors. For example, one study showed that one-
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half of asample of Hodgkin' s disease patients reported
energy problems into their 9" year of follow-up.’
Fatigue impacts qudity of life for survivors, including
their ability to manage their home, career and
relationships.

Sexua problems are some of the most common
long-term effects of cancer treatment.” Approximately
50% of breast and gynecological cancer survivors
report experiencing profound sexua dysfunction and
it is estimated that 70% of men with prostate cancer
have sexual dysfunction.” The most common
complaints are loss of sexual desire in both men and
women, erectile dysfunction in men and dyspareunia
(painful intercourse) in women.

Depression has a so been reported, occurring in
fewer numbers than other problems but persisting for
as many as 8 years following diagnosis.” When
treatment is finished, the survivor, family, friends and
co-workers may expect a time of “life as usua” to
return. Often, it is during this period that
the survivor experiences feelings of
anxiety and depression that were not felt
during the time of mobilizing to get
through the rigors of treatment. Without
preparation, this can be a difficult stage
inrecovery.®

For survivors of childhood cancer,
long-term effects may include impaired
organ function and altered growth and
development. Continuity of care and
follow-up between childhood and adulthood is a
frequent concern.®

Fears of losing insurance coverage or
employment and the social stigma associated with
having cancer may create an isolating lifestyle. In one
study, vocationa problems nearly doubled from the
initial year after treatment to the ninth year after
treatment.” Research has shown that approximately
90% of cancer survivors returning to the job market
encounter discrimination when trying to find
employment.*

Servicesto meet Survivors Needs

Counsding, support groups, and techniques for
symptom management al may influence the quality
of life of the cancer survivor.® Several public and
private organizations have initiated efforts in recent
years to voice the needs of survivors and provide
resources and interventions to manage the short and
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When treatment is
finished, the survivor,
family, friends and
co-workers may
expect a time of “life
as usual” to return.

long-term effects of cancer and its treatment.
Information to assist with numerous survivorship
issues currently is available from national
organizations such asthe National Codlition for Cancer
Survivorship, the American Cancer Society, and
CancerCare. The National Cancer Institute (NCI)
established the Office of Cancer Survivorship (OCS)
in 1996 to support research of survivorship issues and
education designed for professionals who dea with
cancer patientsand survivors.” |ssuesthat merit focused
research, according to the OCS, include long-term
medical and psychological effects of treatment,
discrimination in the workplace and economic issues,
reproduction and fertility problems following
treatment, and genetic and other factors that increase
the risk of second cancers.’® Such efforts are intended
to fulfill the OCS mission to “enhance the qudity and
length of survival of al persons diagnosed with cancer
and to minimize or stabilize adverse sequel ae of cancer
survivorship.”1t

During a conference held at
NCI in March 1998, researchers
highlighted the need for greater
understanding of the long-term
effectsof cancer treatments. Current
knowledge of late effectsis limited,
owing to the widespread protocol
that discontinues follow-up care
beyond the 5-year mark for tumor
control. This 5-year mark does not
adequately reflect the impact of therapy.” Toincrease
the knowledge base, the conference participants
encouraged systematic research. The participantsa so
noted a need to make better use of cooperative groups
and cancer registries to link them with primary
treatment and subsequent outcomes. They
recommended that survivor clinics be established and
that registries be formed to facilitate the systematic
assessment of physical late effects, using research
funding.” Itiscritical that we understand the late effects
so that that may be prevented in the future.

The majority of existing educational and
psychosocia support servicesfor survivorsare offered
inmedical trestment settings. Support services offered
in a community setting are fewer in number but
growing.*? The option to receive support servicesin a
non-medical setting may have several benefits,
including the ability to tailor information to individua
learning styles and an emphasis that extends beyond
symptom management to broader quality of life and



wellness goals.*? In addition, some patients welcome
the opportunity to meet in a setting that is free of
reminders of their time in treatment.*2

The importance of self-advocacy skills is
frequently mentioned in discussions of cancer
survivorship. The National Coalition for Cancer
Survivorship offers self-advocacy training in
audiotape, Internet, and interactive group formats. The
training modules were developed based on the skills
identified as essentia in surveys of cancer survivors
and oncology professionals: communication,
information-seeking, problem-solving, decision-
making, and negotiating.®

Summary

The list of cancer survivorship concerns and
needs is long. Resources are needed to better
understand the issues and to provide tools to manage
them. There is a continuing need for appropriations
for cancer research.® It isalso critical that we develop
survivor clinics to provide a systematic assessment of
physical long-term effects. We need to encourage the
formation of survivor support networks throughout our
state. These networks should offer subjects such as
stress reduction, nutrition, employability, legal
advocacy, information for follow-up after cancer
treatment, and peer survivor support groups.* Such
services would be consistent with the preferences of
survivors, who in 21994 survey expressed the opinion
that physicians, other cancer survivors, nurses, family,
and friends are all appropriate sources of assistancein
coping with survivorship chalenges®

A critical task for cancer survivorsistoregaina
senseof control over their lives. Thecancer experience
challenges individuals to continue with personal
growth, engage in medical consumerism, maximize
choices, problem solve cregtively, maintain a positive,
hopeful outlook and advocate for self and others.®
Cancer survivorship recognizes information as
drength.  Thereforewe need to provide basic advocacy
skills training that includes information-seeking skills,
communication skills, problem-solving skills, and
negotiation skills. Healthcare no longer considers
passivity adesirable trait; amutua participation model
has emerged, whereby both patient and provider have
input into hedlthcare decisions.®
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Living with Cancer/Survivorship Goals, Objectives, and Strategies

Goal 1 (Quality of Care):

To ensure that North Carolinians affected by cancer are aware of and have access to
appropriate, high quality care. Appropriate care includes treatment, management of
pain, and support services that address quality of life issues related to living with
cancer.

Target for Change by 2006:
North Carolinians and their health-care providers will be aware of and have access to
support services to effectively manage issues related to living with cancer.

Data Sources: Datawill be collected toidentify theavailability of continued support ser-
vicesfollowing thetreatment of cancer including the management of symptoms,

financial assistance, psychological and social support and the needs of those diagnosed in
childhood. M ethodsfor measuring awareness of support serviceswill beexplored.

I mpact by 2006: The proportion of North Carolinianswho are aware of support servicesto
effectively manageissuesrelatedto living with cancer will increase. Thedatacollected
abovewill beused to formulate specific targets.

Objective 1
To identify and develop an inventory of the cancer support resources available within and outside North

Caradling, including financid, lega, physicd, socia, emational, psychological, and transportation resources.

Strategies

1. Develop a survey to identify the cancer support resources in North Carolina and distribute the survey to
the accredited cancer programs in the state, the American Cancer Society, and county health departments
and agencies that could provide information on existing resources.

2. Develop and disseminate a comprehensive list of all cancer support resources in North Carolina.

Objective 2
To promote public awareness of available cancer support resources.

Strategies

1. Distribute the inventory of cancer support resources (see Objective 1) to the public via the Internet,
brochures, and lists distributed to the organizations offering cancer support resources.
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Objective 3
To promote awareness among health care providers of available cancer support resources.

Strategies
1. Digtribute the inventory of cancer support resources (see Objective 2) to hedlth care providers using the
Internet and brochures. Mail the inventory to oncologists and cancer programs in the state.

Objective 4
To promote public awareness of the stages of cancer survivorship and the needs specific to each stage.

Strategies
1. Identify, or develop if needed, an informational brochure on the stages of cancer survivorship and
distribute through the organizations offering cancer support resources.

2. Conduct media outreach to attain newspaper and television coverage of survivorship issues.

Objective 5
To promote awareness among health care providers of the stages of cancer survivorship and the needs
specific to each stage.

Strategies
1. Identify, or develop if needed, an informational brochure on the stages of cancer survivorship and
digtribute through the existing cancer programs.

2. Conduct media outreach to attain newspaper and television coverage of survivorship issues.

Goal 2 for Quality of Care:
To coordinate data collection and programmatic efforts with existing or ongoing studies
and programs being implemented across the state. (See Coordination)

Partner Organizations. The following partner organizations will contribute to the
implementation of the strategies shown (listed as Objective, Strategy).

American Cancer Society: 1.1P*, 1.2P, 2.1P, 3.1P, 4.1,5.1

American College of Surgeons: 3.1, 4.1, 5.1

Cancer Information Service: 1.1P, 2.1P, 3.1P

National Cancer Ingtitute-Office of Cancer Survivorship: 5.1

North Carolina Advisory Committee on Cancer Coordination and Control-Care Subcommittee: 1.2, 3.1,
4.1P*, 4.2P, 5.1P, 5.2P

North Carolina Department of Health and Human Services-Office of Citizen Services Care Line: 1.2P, 2.1

North Carolina Medical Society: 3.1, 4.1

* Pindicates Principal Agency
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Childhood Survivorship

Of the approximately 300 children under 20 years of age who are found to have
cancer in the state of North Carolina each year,! more than 70% can expect to

be cured of their disease.?

The number of disease-free years at which a
patient is considered cured varies with the original
diagnosis; late relapses are more common with some
types of tumors than with others (personal
communication, Dr. Julie Blatt, UNC Department of
Pediatrics, February 2001). The prevaence of childhood
cancer survivors among young adults (15 to 45 years
of age) in the United States, currently estimated at 1 in
900 persons, is expected to increasetoasmany as 1in
250 persons in the year 2010.2 Whether or not these
astonishing estimates are entirely accurate, they do
reflect the undisputed progress made in pediatric
oncology over the past few decades. They also
underscore the need to screen survivors of childhood
cancer for late effects (long-term effects)
of cancer therapy, because amost half
these survivors are likely to have or to
develop disabilities that dter quality of
life.® These may involve any organ
system as well as non-medicd issues.*

A nonexhaudtive list of problems
that may occur includes short stature,
learning disabilities, infertility, heart

Survivors of
childhood cancers
face psychosocial
issues as they grow
older that need to

expertise. Diagnosis- and treatment-based agorithms
for predicting long-term problemsin individua patients
have been published.® Particularly before thelong-term
survivor of childhood cancer ‘ graduates' to the care of
anon-pediatric oncologist (either amedica oncologi,
internist, pediatrician, family practitioner, nurse
practitioner, or obstetrician-gynecologist), his or her
treatment record and possible long-term problems
should be reviewed with the family and, in the case of
an adolescent, with the patient. Correspondence
between pediatric oncologist and subsequent caretakers
should address these same issues.

A typical interim history focuses both on medical
problems and on problems of psychosocial
readjustment, school and job
performance, and insurance. A complete
physical examination looking for late
effectsis routine. Recommendations for
laboratory tests are individualized based
on the patient’s disease and therapeutic
history. Because of the delayed onset or
potentialy progressive nature of some
problems, evaluations often bear

failure, and second cancers. Problems be addressed as repetition yearly or every other year. In
with psychosocial adjustment (e.g., issues particular to addition, the same preventive health
issues of marriage, education), and with cancer considerations directed at the population
insurance once these individuals are no . . at largearewarranted at least to the same
longer covered by their parents’ policies, survivorship. degree in the long-term survivors of

are well described. Survivors of
childhood cancers face psychosocial
issues as they grow older that need to be addressed as
issues particular to cancer survivorship, and not viewed
solely within the etiological framework used to assess
and address problems (e.g. anxiety, depression) in the
general population (personal communication, Marc
Huber, February 2001).

In North Carolina, severa tertiary care centers
see survivors of pediatric cancer in the setting of a
dedicated late effects clinic. A growing number of
transitional programs combine pediatric and medical

childhood cancer. These include

avoidance of smoking and excessive

alcohol consumption, monthly self-examination of

breasts or testes, and other cancer-related screening
checks.

Although long-term survivors of childhood
cancer generaly arethought to be cured of their primary
malignancy, the possibility of late recurrences
unfortunately needs to be kept in mind. The greatest
cause of death beyond 5 years from diagnosis remains

recurrent tumor. Therapeutic strategies change over
time, so that surveillance for late effectsis an evolving

issue.
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Childhood Survivorship Goals, Objectives, and Strategies

Goal 1 (Quality of Care):

To ensure that North Carolinians affected by cancer are aware of and have access to
appropriate, high quality care. Appropriate care includes treatment, management of
pain, and support services that address quality of life issues related to living with
cancer.

Target by 2006:
North Carolinians and their health-care providers will be aware of support services
to effectively manage issues related to living with cancer.

Data Sources: Datawill be collected toidentify theavailability of continued support
servicesfollowing thetreatment of cancer including the management of symptoms,
financial assistance, psychological and social support and the needs of those diagnosed in
childhood. M ethodsfor measuring awareness of support serviceswill beexplored.

| mpact by 2006: The proportion of North Carolinianswho are aware of support servicesto
effectively manageissuesrelatedto living with cancer will increase. Thedatacollected
abovewill beused to formulate specific targets.

Objective 1
To develop an inventory of the cancer support resources available within and outside North Carolina including
financia, legal, physical, social, emotional, psychological, and trangportation resources.

Strategies
1. Develop and implement a survey to assess the cancer support resources available in North Carolina, with
specid emphasis on survivors of childhood cancer.

Objective 2
To promote awareness among health care providers of the unique needs of survivors of childhood cancers,
including the need for continuity of care between the pediatric oncologists and subsequent health care providers.

Strategies
1. Identify, or develop if needed, a brochure addressing the needs of survivors of childhood cancers and
distribute this information to primary care physicians in North Carolina.

2. Conduct media outreach to attain newspaper and television coverage of childhood survivorship issues.
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Objective 3

To increase the number of survivor groups across the state, with an emphasis on ensuring geographic avail-
ability.

Strategies

1. ldentify existing support groups across the state and promote an increased focus among these groups on
childhood cancer survivors and the unique survivorship issues involved.

2. ldentify available resources at each of the accredited cancer centers to establish childhood survivor groups.

Goal 2 for Quality of Care:

To coordinate data collection and programmatic efforts with existing or ongoing studies and
programs being implemented across the state. (See Coordination)

Partner Organizations The following partner organizations will contribute to the

implementation of strategies shown (listed as Objective, Strategy).

American Cancer Society: 3.1P*

Cancer Information Service: 3.1P

North Carolina Advisory Committee on Cancer Coordination and Control-Care Subcommittee: 1.1P, 2.1P,
2.2,3.2P

* Pindicates Principal Agency
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Senator T.L.Fountain Odom
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North Carolina has one of the oldest and best-structured cancer control
programsin the nation. Thisincludes a formal Cancer Control Program as well
asother legislative initiatives focused on reducing the burden of cancer inthe

State.

North Carolina Cancer Control Program

Recognizing the needs of indigent citizens
diagnosed with or suspected to have cancer, the
General Assembly established the Cancer Control
Program in 1945. Legidation governing this Program
isliged in Table 1. The Cancer Control Program is
mandated to “establish and administer a program for
the prevention and detection of cancer and for the care
and treatment of persons with cancer.” To carry out
this mandate, there are three components of the Cancer
Control Program: (1) Diagnosis and Treatment; (2)
Prevention, Education, and Early Detection; and (3)
the North Carolina Central Cancer Registry.

When the Cancer Control Program was
established, its primary purpose was to provide
financia assstancefor medical careto digible persons
who had, or were suspected of having, cancer. This
purpose continues today. Beginning in the 1950s, with
the new technology of the Papanicolaou smear, the
program was broadened to include early detection
activities.

Diagnosis and Treatment: The Cancer Control
Program provides coverage for up to 8 days of
diagnostic services and 30 days of treatment services
during each fiscal year. Approximately $3 million is
allocated to the Program each year to cover hospital,
professional, and clinic fees.

To be digible for diagnostic services under the
Cancer Control Program, the person’s condition must
be strongly suspicious of cancer or cervicd dysplasia
(abnormal Pap smears of certain types). For treatment
services, the person must have aconfirmed cancer and
have been determined by a physician to have a 25
percent or better chance of five-year surviva of the
cancer or cervical dysplasia at the time of treatment.
Also, onemust be aNorth Carolinaresident or migrant
farmworker and have agrossfamily income at or below
115% of the federal poverty level. The income cut-off
increased from 100% to 200% of poverty in 1995 but

then dropped to the current 115% level in 1997 &fter a
budget shortfal.

A magjor concern is that the preceding igibility
requirements limit access for many cancer patients.
Firgt, the Program does not cover pdliative care, drugs
for the patient’s use outside of the treatment facility,
or reimbursement for patient mileage to cancer centers.
Second, thelow financia criteria, which consider gross
income during the twel ve months prior to the treatment
request and without any allowed deductions,
essentialy excludes previoudy working families for
whom adiagnosis of cancer can mean loss of income
and insurance coverage during the treatment phase.
For some, it means a delay or forgoing of treatment
services. Ultimately, the state, in one form or another,
bears this burden. Third, a patient’'s physician must
refer to the Program and work with the local health
department to complete the required paperwork. The
process coupled with the low Medicaid reimbursement
rate can be a deterrent for some physicians. Because
patients must be referred to the program by their
physicians, it is important that physicians throughout
the state be apprised of current Cancer Control
Program eligibility criteria® Providers and
communities throughout the state should be
continuoudly informed about how to access coverage
for digible indigent patients with cancer.

For FY 2000, 460 providers delivered Cancer
Control Program-sponsored diagnostic services to
1,507 North Carolinares dents— 93% of whom were
female, 66% were white, 44 % were age 21-34, 73%
had no third party coverage, and 54% had income
below 85% of the federa poverty level —at an average
cost of $572.75.

For FY 2000, 299 providers delivered Cancer
Control Program-sponsored treatment servicesto 549
North Carolinaresidents—88% of whom werefemale;
42 % were age 21-34 (8%, age 20 or younger; 13%,
age 35-44; 16%, age 45-54; 15%, age 55-64; 6%, age
65 or older); 66% were white; 29% were African
American, 5% were American Indian, Hispanic, or of
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other descent; 66% had no third party coverage and
52% had income below 85% of the federal poverty
level — at an average cost of $2,062.51. The
breakdown by primary diagnoses were as follows:
78%-breast and cervical, 3%-colon, 1%-lung, 2%-
prostate, 2%-skin and 14%-other.

An additional 1,004 North Carolina residents
received services for cervical dysplasia during FY
2000. The Cancer Control Program has provided funds
to outpatient cervical dysplasia clinics throughout the
state since 1976. State expenditures for the Cancer
Control Program between 1987 and 1999 are shown
inTable2.

*These numbers are unduplicated countsfor providers
and residents. The Program serves the “poor” who
have few or no resources for diagnostic and treatment
services. Even though the Program income is set at
115% of poverty ($19,608 for a family of 4), more
than half of thoseare below 85% of thefederal poverty
level.

Prevention, Education, and Early Detection:
Prevention and Education- The Cancer Control
Program is involved in informing and educating
patients, the public, and health professiona s about how
to reduce the risks of cancer. The Program develops
and provides materials, technical assistance and
consultation to loca health departments, and to the
extent possible, to other public and private providers.
The Cancer Information Service (National Cancer
Ingtitute) and the American Cancer Society, among
others, are key partners in cancer control educational
efforts.

Local Health Department Screening Services-
The nature and scope of screening for cancer in health
departments are locally determined. State funding for
these services is often supplemented by local funds.
Historicaly, the major cancer prevention and early
detection activities in the local public health
department setting have been directed at cervica and
breast cancer, relying on the Pap smear, clinical breast
examination, and breast self-examination. Screening
for additional cancers (e.g., skin, colorectal, prostate,
testicular, mouth and throat) is provided in some local
health departments. Within many health departments,
clients are informed and educated about personal
behaviors associated with a high risk of developing
cancer and assisted to change or modify those
behaviors.
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North Carolina Central Cancer Registry: The
operation of a statewide cancer registry has been
statutorily mandated since 1945 (see Table 1). This
registry collects, analyzes, and disseminates
information on incidence, mortality, demographics,
treatment and follow-up data for all cancer cases in
North Carolina. A key activity of the Central Cancer
Regisiry is collaboration with and support of cancer
research within the state.

Additional Cancer Control Legidation

In addition to the Cancer Control Program
Legidation, there is other legislation specifically
supporting cancer control efforts (Table 3). Among
these are several lawsfocused on third party insurance
coverage of cancer screening tests and treatment. As
early detection and effective trestment modalities have
advanced, North Carolina lawmakers have kept pace
with statutesthat facilitate accessto these servicesand
technologies for dl citizens.

State programs such as Children’s Special
Health Services and Ora Hedlth include cancer as a
focus. The State Laboratory of Public Hedlth reads
and interprets over 155,000 Pap tests annually from
local health departments. Women’'s Preventative
Hedlth Services, housed in the Women's Preventive
Hedlth Unit, Women and Children’s Hedlth Section,
Division of Public Health screens over 131,000 women
annually for cervical and breast cancer primarily
through local health departments. This Program is
funded by local, federal and state dollars. The Tobacco
Prevention and Control Branch within the Division of
Public Hedlth targets lung and ora cancer incidence
through a diverse array of initiatives that promote
smoke-free environments and tobacco-free lifestyles.

Theearly 1990swas an exciting and fruitful time
for cancer control. A prime example is evident in the
work of Life Savers, a coalition of concerned women
representing a wide spectrum of organizations from
across North Carolina. It was the aim of Life Savers
to pass legidation requiring al insurers regulated by
the state to cover mammography and Pap smears. This
legidation was signed into law in 1991 (Table 3). The
success of this effort reflected the long-time strength
of resources for cancer control in North Carolina and
demonstrated the remarkable public health advances
that can be achieved by people who care about cancer
issues.



North Carolina Advisory Committee on
Cancer Coordination and Control

Reflecting the multitude of efforts in cancer
control and the work of Dr. John Kernodle, in
September 1992 Senator George Danid and the late
RepresentativeNick Jeralds requested that the General
Assembly establish a study commission on cancer.
Within a year, the study commission proposed the
establishment of a statewide cancer coordinating and
control body. The creation of this Advisory Committee
by the Generd Assembly in 1993 (G.S. 130A-33.50)
was an indication of the Legidature’'s commitment to
reducing deaths and the cost of cancer in North
Carolina (Table 3). Serving as the first Chairman of
the Advisory Committee, Jonathan B. Howes applied
his notable skills in codlition-building to the task of
formalizing the Advisory Committee and its work.

In its first seven years, the Advisory
Committee' s Legidation and Education Subcommittee
has educated members of the General Assembly about
cancer-related issues and has been involved in passing
additional cancer control-directed legislation, as
described below.

e North Carolina Central Cancer Registry: In
1995, a legidative appropriation expanded the Central
Cancer Registry for the purpose of collecting follow-
up and treatment data about cancer, for publishing
cancer data for public education, and for supporting
cancer research and control effortsin the state. In 1999,
legislation was passed requiring all facilities that
detect, diagnose, or treat cancer patients to report al
cancersto the North Carolina Central Cancer Registry
(Table 3). This 1999 legidation was passed in support
of increasing the percentage of cancersreported to the
Regigtry. Its enactment would not have been possible
without the efforts of the Ad hoc Subcommittee of the
Advisory Committee formed in January 1998 to
examine reporting of cancer incidence in North
Carolina. Led by Len Predar, this Subcommittee was
charged with the task of identifying and recommending
solutions to the incomplete reporting of new cancer
cases to the North Carolina Central Cancer Registry.

e North CarolinaCancer Control Plan 1996-2001:
[llustrating its ongoing commitment to reducing cancer
incidence and mortdity in the state, and its support
for comprehensive cancer control efforts, in 1997 the
North Carolina General Assembly appropriated

$500,000 to implement the North Carolina Cancer
Control Plan 1996-2001. $250,000in recurring funds
for cancer control was passed in 1998 and $250,000
in 1999. The Plan consists of initiatives focused in
three areas central to comprehensive cancer control:
Prevention, Early Detection, and Care.

e Discrimination based on genetic status: Inthe
mid-1990s, in response to concern that discrimination
in health insurance and employment based on genetic

information was occurring acrossthe nation, legidation
was passed in severa other states to protect citizens
from such discrimination. The Advisory Committee
on Cancer Coordination and Control decided to make
enactment of such legidation in North Carolina a
foremost priority and in 1997 secured passage of G.S.

58-3-215 and G.S. 95-28.1A.

e Screening technology: A 1998 hill to fund the
acquisition of a new cervical cancer screening
technique, ThinPrep, did not pass, but staff of the
Advisory Committee worked diligently with the
Secretary and State Health Director to fund the
purchase of this critical new equipment. This
technology, ThinPrep, has been demonstrated to
improve Peap test quality and increase the detection of
abnormalities. Repeat Pap tests, which had previoudy
been necessary because of poor smear qudity, have
been reduced by 50% or more.

e |nsurancecoverageof cancer clinical trials: An
issue critical to the Advisory Committee is the
coverage of medical care for cancer patients enrolled
in clinical trids. Legidation passed in 1998 requiring
the State Employees and Teachers Comprehensive
Major Medical Plan to cover patient costs incurred as
aresult of trestment provided in aclinicd trid (Table
3). The following year, a similar bill to require
coverage by all insurors regulated by the state was
introduced but not referred from Committee.

This second Cancer Control Plan for 2001-2006
identifies cancer control needs for the next five years,
some of which require funding or policy action by the
General Assembly. It is the mission of this
Subcommittee to develop a strategic plan for
developing effective legislation and educating
legidators concerning its passage. Following are the
recommendations from each of the other sections of
the Plan which require action by the Genera Assembly.
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Tablel. Cancer Control Program L egislation
G.S. 130A-205, 213-214 Adminigration for Cancer Control Program, Rules.

G.S. 130A-206 Financid Aid for Diagnoss and Trestment.

G.S. 130A-207 Cancer Clinics

G.S. 130A-208-12 Cancer reporting, North Carolina Centrd Cancer Regidtry.

Table 2. Cancer ClaimsPaid and State Expenditures (in round thousands of dollar s) 1987-1999

1987 1989 19901 1993 1995 1997 1999
Claims Paid* 2,045 2,371 2,423 2,696 4,051 8,232] 6,450
Amount ($1,000) | No data $785 $919 $627] $1401| $2968] $2,012

*More than one claim may be paid per person.

Table 3. Additional Cancer Control L egislation

G.S. 58-50-155 Standard and basic hedlth-care plan coverages.

G.S. 58-50-156 Coverage of certain prescribed drugs for cancer trestment.

G.S. 58-51-59

G.S. 58-65-94

G.S. 58-67-78

G.S. 58-51-57 Coverage by hedth insurors regulated by the state for mammography and

G.S. 58-65-92 Pap smears.

G.S. 58-67-76

G.S. 58-51-58 Coverage by hedth insurors regulated by the state for prostate-specific

G.S. 58-65-93 antigen (PSA) tests.

G.S. 58-67-77

G.S. 130A-33.50 Crestion of Advisory Committee on Cancer Coordination and Control.

G.S.58-3-215 Laws prohibiting discrimination in hedlth insurance and employment based

G.S. 95-28 on genetic information.

G.S. 58-51-62 Coverage by hedth insurors regulated by the state for recondructive bresst

G.S. 58-65-96 surgery following mastectomy.

G.S. 58-67-79

G.S. 13540 Requirement that the State Employees and Teachers Comprehensve
Mgor Medica Plan cover dinicdl trids, provided thet the trestment in the
trids has been proven as efficacious as Sandard treatment.

G.S. 130A-209 Requirement thet dl facilities thet detect, diagnose, or treat cancer patients

report al cancers to the North Carolina Central Cancer Regidtry.
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L egislation and Education Goals, Objectives, and Strategies

Goal: To provide policy and funding support for cancer control in North Carolina.

PREVENTION

Objective 1
To promote and increase dietary consumption of foods and nutrients that are known to decrease cancer.

Strategies

1. Introduce legidation to provide for development and implementation of a multi-faceted, statewide
intervention program to increase intake of fruits and vegetables and limit fat consumption, particularly
from animal sources.

2. Secure stable, core funding for loca programs and build/maintain central state-level capacity to continue
the intervention program.

Objective 2
To increase participation by North Carolinians in regular physical activity and thereby reduce the human and

economic burden of diseases related to inactive lifestyles.

Strategies
1. Introduce legidation to provide for development of media and socid marketing campaigns to promote
increased physical activity to diverse populations and groups.

2. Provide leadership and support for policy level changes needed to promote increased physica activity.

Objective 3
To increase knowledge among the genera population in North Carolina about the hazards of ultraviolet light
and about prevention and early detection of skin cancer.

Strategies

1. Introduce legidation to provide for the identification or development and dissemination of targeted
educational messages about the hazards of ultraviolet exposure and the early detection of skin cancer.

EARLY DETECTION

Objective
To promote and increase the appropriate use of high-quality colorectal cancer screening and follow-up
services.
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Strategies

1. PassSenateBill 132, AN ACT TOREQUIREHEALTH INSURANCE PLANSTO PROVIDE
COVERAGE FOR COLORECTAL CANCER SCREENING, filed February 12, 2001 to require State-
regulated insurance plans to provide coverage for colorectal cancer screening in accordance with the most
recently published American Cancer Society guidelines for colorectal cancer screening.

2. Introduce legidation to provide for identification or development and dissemination of culturally
appropriate educational materials addressing colorectal cancer. Materias will be designed to increase
public awareness about risk for colorecta cancer, the benefits of colorectal cancer screening, and the
availability of effective means of prevention and early detection.

CARE

Objective 1
To minimize or eiminate financial barriers to appropriate clinical trial protocols as an essential means of
advancing state-of-the-art therapy.

Strategies
1. Introduce legidation to require State-regulated insurance plans to provide coverage for National Cancer
Ingtitute-approved clinical trids.

Objective 2
To quantify and reduce the number of patients who have unmet financial needs for diagnostic, treatment, and

supportive cancer care not reimbursed by third party payers.

Strategies

1. PassSenateBill 537, AN ACT TO APPROPRIATE FUNDSTO MATCH FEDERAL FUNDSTO
PROVIDE FULL MEDICAID COVERAGE TO ELIGIBLEWOMEN DETERMINED TO NEED
TREATMENT FOR BREAST CANCER OR CERVICAL CANCER filed March 15, 2001.

2. Provide legidative support to maintain adequate funding for the North Carolina Cancer Control Program.

COORDINATION

Objective
To coordinate, facilitate and monitor cancer control activities in North Carolina.

Strategies
1. Provide legidative support for continuation and evaluation of two regional cancer coordination and control
initiatives, the Blue Ridge Cancer Codlition and the Eastern Carolina Cancer Codlition.

2. Should the evauation conducted on these two initiatives yield positive outcomes, provide legidative
support for implementation of new regiona initiatives in additiona areas of the Sate.
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EVALUATION

Objective
To increase cancer data collection and reporting and to assure availability of resources adequate to complete
an effective evaluation of the Cancer Control Plan.

Strategies

1. Provide legidative support to maintaining adequate funding to support the collection of statewide risk
factor and health behavior data through the Behavioral Risk Factor Surveillance System (North Carolina
Hedlth Promotion and Disease Prevention Section, Office of Epidemiology.
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V. Coordination
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Enhanced cancer control in North Carolina and the success of this Plan depend
upon the extent to which effective communication and coor dination among

agencies and organizations are achieved.

A major responsibility of the Advisory
Committee on Cancer Coordination and Control is to
facilitate coordination of cancer control activities
within the state. Coordination is the process of
achieving unity of effort among diverse participants
and diverse activities so that the goals and objectives
of an individual, group, organization, or society are
attained.! Because of the number and variety of
organizations in North Carolina that are committed to
cancer control, the Advisory Committee’'s
responsibility to ensure coordination will be a mgor
challenge. This complex array of organizations
includes professional societies, state agencies,
voluntary associations, patient advocacy groups, and
research and academic ingtitutions, among others. They
provide uswith an extraordinary opportunity to reduce
cancer incidence and mortdity, as well as to improve
the care of cancer patients. By assuring and improving
coordination among these groups, the outcomes of their
efforts will be greatly enhanced.

There are two fundamental components to
coordination of cancer control activities in North
Carolina. The firdt is the ongoing identification of the
many cancer control activities occurring within the
date. To accomplish this objective, an inventory of
cancer control activities was begun in 1996. This
process has continued with the identification of
agencies and organizations that have volunteered
responsibility for, or participation in, the various
drategiesdelineated in this second cancer control plan,
the North Carolina Cancer Control Plan 2001-2006.
A comprehensive inventory promotes information-
sharing and communi cation among the diverse groups.

The second component is to foster
communication and networking and thus a synergy
among groups. Through the implementation of thefirst
cancer control plan for the state, the North Carolina
Cancer Control Plan 1996-2001, linkages among
many agencies and organizations committed to
working collaboratively on particular strategies were

initiated. The potentia for accomplishing the strategies
outlined in the North Carolina Cancer Control Plan
2001-2006 will be grestly enhanced by the synergistic
efforts of multiple organizations. Continued
development of an on-line information service will
further facilitate coordination and communication
among the various organizations engaged in cancer
control activities.

Enhanced cancer control in North Carolinaand
the success of this Plan depend upon the extent to
which effective communication and coordination
among agencies and organizations are achieved. The
following objectives and strategies have been
developed to support the need for coordination of
cancer control activities.

1. Longest BB, Klingensmith JM. Communication
and Coordination. In: Shortell SM, Kaluzny AD,
eds. Hedlth Care Management: Organization
Design and Behavior. 3¢ edition. Albany, NY:
Delmar Publishers, 1994:182-211.
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Coordination Goals, Objectives, and Strategies

Goal: To coordinate, facilitate, and monitor cancer control activities in North Carolina.

Objective 1
To identify and maintain an inventory of those organizations and programs that engage in or support cancer

control-related activities.

Strategies
1. Identify, on a continuing basis, cancer control organizations and activities in North Carolina.
2. Maintain a database of al organizations, their activities, locations, directors, and funding.

Objective 2
To monitor and coordinate cancer control activities.

Strategies

1. To keep apprised of, and disseminate information on, the activities of organizations engaged in
implementing or supporting cancer control activities.

2. Continue development of an on-line information service for cancer control in North Carolina.

3. Continue and evauate existing regiondization initiatives (Blue Ridge Cancer Codition, Eastern Carolina
Cancer Codlition).

4. Should the evaluation conducted on these two initiatives yield positive outcomes, implement new
regionalization initiatives in additionad aress of the Sate.
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V1. Evaluation and Survallance
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Evaluation refersto the process of determining
whether particular projects or initiatives are effective,
and why. Evauation of the North Carolina Cancer
Control Plan 2001-2006 will require evaluating the
effectiveness of individua projects proposed in the
Plan aswell asthe effectiveness of the comprehensive
cancer control initiative represented by the Plan as a
whole.  Surveillance involves monitoring the hedlth
status of a population; in this case, it entails tracking
cancer incidence and mortality over time, as well as
monitoring the prevalence of cancer-related
knowledge, attitudes and behaviors such as tobacco
use, diet, or use of mammography. When measuring
the success of theNorth Carolina Cancer Control Plan,
surveillance and evaluation are related, because
surveillance data are an important part of determining
the extent to which the Plan’ s ultimate goal —reducing
the burden of cancer for the citizens of North Carolina
—is being achieved.

Evaluation and surveillance have several
purposes. Although evaluation is often thought of as
an activity occurring at the end of a
project, information from earlier
evaluation and surveillance has been
important from the very beginning
of the North Carolina Cancer
Control Plan. It was used in
planning to identify needs, define
the burden of cancer, determine the
prevalence of cancer-related risks,
identify populations with greater
needs, select strategies based on
proven cancer-control methods, and
set appropriate goas and targets.
Evauation and surveillance will be
used to monitor the effectiveness of programs and
progress toward goals, which will provide an
opportunity for continued improvement of plans and
programs. Data from evaluation and surveillance will
be used to educate the public, the health care
community, and policy makers about cancer issues.

The task of evaluating the North Carolina
Cancer Control Plan can be divided into three
categories: process evauation, impact evaluation, and
outcome evauation.

Process Evaluation - Strategies

Process evaluation will be carried out to
determine the extent to which the strategies and

Evaluation and
surveillance will be used to
monitor the effectiveness
of programs and progress
toward goals, which will
provide an opportunity for
continued improvement of
plans and programs.

activities proposed by the Plan are implemented as
intended. This includes monitoring the planning and
implementation processes for the Plan as a whole as
well as those of individua strategies and projects.

The North Carolina Advisory Committee on
Cancer Coordination and Control has a continued role
in coordinating the implementation of this Plan with
partner agencies throughout the state. It is important
to monitor the health and effectiveness of these
partnerships to assure continued support for
implementation of the Plan. This will require
monitoring the membership and participation in
Subcommittees and Workgroups and reviewing the
accomplishments of these committees. It will include
documenting new partnerships, enhancements to the
state’s cancer-control infrastructure, and progress
toward ingtitutionalizing cancer-control initiatives.
This information will be used to review the Advisory
Committee' s partnerships and take stepsto assure the
continued growth of their ability to plan and implement
cancer control strategies.

In order to measure progress
toward implementing the Plan, a
regular review of strategies will be
conducted to determine which have
been implemented, which have
funding available, and which have
the necessary staff to carry them out.
This review will be reported to the
Subcommittees and Workgroups so
they can ensure that implementation
of the Plan is proceeding asintended
and revise plans or reallocate
resources as necessary.

It is important that each
individua project have its own evauation plan for the
purposes of monitoring progress and making any
necessary adjustments, documenting lessons learned
that would be helpful for expanding or replicating a
project, and providing accountability. Projects
supported by the Advisory Committee will be required
to have an evaluation plan that describes the program,
documents implementation, gathers evidence
regarding impact, and uses this information to
determinethelevel of successand reasonsfor success,
partial success, or failure.

Because individual projects may have limited
resources and expertise for evaluation, the Evaluation
Subcommittee will identify a selection of projects or
program areas for more in-depth process and impact
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evauations. The Subcommittee will werk to identify
additional sources of data to measure the impact of
efforts of a given project or set of strategies.

Impact Evaluation - Objectives

There may be some degree of over!ap between
the categories of impact and outcome evaluation. In
generd, however, impacts are the immediate results
of a program and outcomes are the long term effects
that are intended to result from these impacts.
Examples of impacts include increasiing access to
sarvices, changing behaviors, improving the quality
of care, or achieving policy or environmental changes.
The desired impacts of the Plan’s sirategies are
represented by the objectives listed thrcughout this
Plan: measurable steps necessary to reach the Plan’s
gods. In addition to evauating and sunimarizing the
impact of individual projects, the impact 2f the cancer
control plan asawhole will be measured by reviewing
progress toward meeting the Plan’s objectives.

The Subcommittees have identified areaswhere
additiona data for measuring objectives are needed.
Questions about the prevalence of knowledge,
attitudes, or behaviors can be incorporated into the
Behaviora Risk Factor Surveillance System (BRFSS)
or the North Carolina Cancer Survey. A variety of
strategies for collecting data regarding cancer-rel ated
health care systems have a so been proposed. These
are referenced below under Objective 3.

Outcome Evaluation - Goals and Targets

The ultimate goal of the North Carolina Cancer
Control Plan is to reduce cancer morbidity and
mortality, two key components of the burden of cancer
in the state. Even if the Plan’s strategies are highly
successful, however, it will be many years before some
of them result in fewer cancer deaths; this is
particularly relevant for those strategies in the area of
prevention. Thus, the targets selected for this plan
focus on indicators that can be changed in the next
fiveyears, indicators for which thereis good evidence
that a reduction in cancer incidence and mortality will
ultimately result.

Prevention targets focus on changes in
environmental factors and behaviors that are known
to influence the risk of cancer. There are aso
prevention targets for changing knowledge and
atitudes related to these behaviors. The targets for
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early detection involve improving screening rates and
follow-up of positive tests. Care targets are chiefly
related to changes in health care systems.
Improvements in early detection and systems of care
may have other positive results that can be observed
severa yearslater, such as cancers being diagnosed at
earlier stages or even reduction in mortality for some
cancers.

Surveillance data was essential for setting
targets. It will be equally important for monitoring
progress toward meeting the Plan’ s goals and targets.

Survelllance: North Carolina Central Cancer
Registry

The North Carolina Central Cancer Registry is
the central cancer surveillance organization for North
Carolina. The Registry collects dataabout new cancer
cases, cancer treatment, and cancer deaths. Reporting
of al cancer cases diagnosed in North Carolina is
required by statelaw. These casesare usually reported
by the hospital where a patient wastreated, but cancer
cases are also reported by clinics, laboratories,
treatment centers, and doctors' offices.

The Registry monitors the cancer burden,
including which cancers have the highest incidence
rates and which have the highest mortality rates. Data
showing the stage at which a cancer was diagnosed
are also collected. The Registry also monitors trends
and looks for problems in specific groups or
communities.

Datafrom the Registry are used to identify needs
in public health planning, to eval uate cancer prevention
and control activities, and to guide decisions about
alocating resources. Each year, the Registry prepares
aprojection of casesand desthsfor the upcoming yesr,
which is used by hospitals and hedlth departments to
plan for the expected need for services (screening,
diagnosis, and treatment) and educationa programs.
Data on stage at diagnosis has important applications.
If, for instance, there are large numbers of cases
diagnosed at later stages, this may indicate a gap in
screening. The Registry also regularly publishesfacts
about cancer in North Carolina, responds to public
inquiries, and provides data for a wide variety of
cancer-rel ated research projects.

TheNorth Carolina Central Cancer Registry has
conducted statewide reporting since 1990. The
Registry has been certified by the North American
Association of Central Cancer Registries for



completeness, timeliness, and quality of data. An
evaluation of the Registry in 2001 found a 95% case
ascertainment rate.

The Registry has identified severa areas for
improvement. A target has been set to increase case
ascertainment to 90% within one year of diagnosisand
98% within two years. Comparisonswith national data
indicate two categories that need particular emphasis
to improve reporting: (1) non-hospital cases, especidly
cases of melanomaand prostate cancer, and (2) cancer
cases among African-Americans, particularly in rura
areas. Thereis dso a need to improve the quality of
racial and ethnic classifications to properly identify
cancer cases among Native Americans and Hispanics.
Finally,the Registry would like to improve
dissemination and use of data. Efforts need to be made
to identify potential users of data, provide data in
formats that are the most useful, and educate program
planners and policy makers about how to use data

Surveillance: North Carolina Behavioral
Risk Factor Surveillance System

The North Carolina Behavioral Risk Factor
Surveillance System (BRFSS) is an ongoing tel ephone
survey of state residents aged 18 and older conducted
by the State Center for Health Statistics. Initiated in
the early 1980's by the Centers for Disease Control
and Prevention (CDC), the BRFSSis administered by
state health departments and collects data on avariety
of health behaviors and preventive health practices
related to leading causes of death and disability,
including cancer. The CDC has developed a standard
core questionnaire that isused in al states so that data
can be compared across states. In addition, the
NCBRFSS has space allocated each year for other
questions of interest to North Carolina public hedth
planners and researchers.

The BRFSS collects data about cancer-related
behaviorsincluding tobacco use, diet, physical activity,
protection from sun exposure, and screening for breast,
cervicd, and colorecta cancers. Datafromthe BRFSS
show how many North Caroliniansengagein behaviors
that may affect their risk of developing cancer and how
many people are being appropriately screened for
cancers that can be detected early enough to improve
the chance of successful treatment. The datacan aso
help identify subgroups with higher risk or lower
screening rates than the rest of the population. This
information is important for planning and targeting

programs and for evaluating the success of efforts to
increase screening rates or encourage behaviors that
reduce cancer risk.

Surveillance: North Carolina Cancer Survey

The BRFSS has limited space for questions
about cancer-related behaviors. In addition, the
BRFSS focuses on actual behaviors rather than
knowledge or attitudes. Because many of the Cancer
Control Plan’ sstrategiesaim to change knowledge and
attitudes about various cancer-related issues,
monitoring them as well is an important part of
evaluating the Plan. For these reasons, the Advisory
Committee has developed an additional telephone
survey to supplement the BRFSS. This survey includes
questions about what people think and do related to
tobacco use, diet, exercise, cancer screening clinical
trias, and pain management. There are also questions
concerning people’s access to health care and what
recommendationsthey havereceived from their health
care providers about preventing or screening for
cancer. It is anticipated that the survey will be
conducted biannualy.

Dissemination

The value of evauation and surveillance data
depends on whether and how the data are used. Data
can and should be used for the following purposes:
setting priorities; planning programs; providing
accountability to funders and other stakeholders,
educating the public, health care planners, and policy
makers, and building support for cancer contral.

In order for the data to be used effectively,
audiencesfor the datamust beidentified and their data
needs must be determined. Data should be reported
and presented in ways that are appropriate and useful
for the intended audience. Currently, a variety of
reports based on evaluation and surveillance are
prepared regularly for the Advisory Committee, the
Governor, grant donors, health care providers, and the
generd public. The Evaluation Subcommittee will
review these reports, determine where there are
additional needs, and develop a plan for regular
reporting and dissemination of evaluation and
surveillance data.
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Evaluation and Surveillance Goals, Objectives and Strategies

Goal 1:

To evaluate the North Carolina Cancer Control Plan 2001-2006 by assessing the
implementation and effectiveness of its strategies, by determining its impact on the
knowledge and behavior of the citizens of North Carolina, and by measuring changes in
health outcomes.

Objective 1
To develop and implement a system for monitoring implementation of the North Carolina Cancer Control

Plan 2001-2006.

Strategies

1. Contact partners annualy to determine implementation status of each of the plan’s strategies, including
staffing and funding allocated for each strategy, and distribute report to the Advisory Committee and its
Subcommittees and Workgroups.

2. Require al projects funded by the Advisory Committee to include an evaluation plan with plans for
reporting results to the Advisory Committee and provide technical support for evaluation to selected
projects.

3. Select projects or groups of projects for in-depth process evaluation to determine level of success of the
projects and reasons for success or failure.

Objective 2
Develop and implement a system for monitoring coordination and development of the Advisory Committee's
cancer control partnerships.

Strategies
1. Conduct annual review of membership and accomplishments of al Advisory Committee subcommittees
and workgroups.

2. Conduct a biannua survey of Advisory Committee, Subcommittee, and Workgroup members and other
partners to document coordination and development of cancer control partnerships.

Objective 3
Monitor and disseminate survey data on cancer-related knowledge, attitudes, and behaviors of North

Carolinians.
Strategies

1. Conduct biannua telephone survey of cancer-related knowledge, attitudes, and behaviors to supplement
the Behaviora Risk Factor Surveillance System (BRFSS).
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2.

Combine cancer survey data with cancer-related data from BRFSS and disseminate the results to the
Advisory Committee and other groups involved with planning cancer control programs.

Objective 4
Monitor availability, accessibility, and quality of hedth care resources related to cancer.

Note: These strategies are cross-referenced in the Early Detection and Care sections that address collecting
data about cancer-related health care resources.

Strategies

1

Determine the proportion of sites using expanded clinic hours for primary care providers (see Cervica
Cancer: Objective 6, Strategy 4).

Monitor the proportion of trained cytotechnologists in the state to assess person power and explore
initiatives to address shortages (see Cervical Cancer: Objective 9, Strategy 2).

Using geographic mapping technology, conduct an assessment of available and necessary capacity for
colorectal cancer screening (see Colorectal Cancer: Objective 2, Strategy 3).

Assess current colorectal cancer screening practices in North Carolina (see Colorectal Cancer: Objective
3, Strategy 1).

Measure the number and percentage of insurance plans covering clinica trias, the extent of coverage for
clinical trials vs. standard therapy, and the number of North Carolinians whose plans would cover clinical
trials (see Financial Access. Objective 1, Strategy 1).

M easure the percentage change in awareness of and expanded support for the North Carolina Cancer
Control Program among providers and patients, as evidenced by the change/increase in numbers of
patients served as aresult of an increase in the budget for the North Carolina Cancer Control Program or
more inclusive standards for access to the program (see Financial Access: Objective 2, Strategy 1).

Measure and quantify unmet needs, change in unmet needs ($, %, or number of people with unmet needs),
number of cancer patients and survivors with insurance/third party coverage, number or percentage of
services/needs covered, number of patients/survivors with available health care coverage (see Financia
Access: Objective 3, Strategy 1).

Quantify uncompensated care, change in uncompensated care (in terms of dollar amounts, percentages, or
number of claims), number of ingtitutions changing provided services or accepted patients due to
uncompensated care (see Financial Access: Objective 4, Strategy 1).

Determine whether data from the North Carolina Central Cancer Registry, insurance claims data, and/or
hospital discharge data could be used to analyze the type of cancer care being provided to North
Carolinians (see Appropriateness of Care: Objective 1, Strategy 1).

10.Analyze data collected on pain management portion of the 2001 survey of end-of-life care curricula of

North Carolina institutions (see Cancer Pain Management: Objective 4, Strategy 2).
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11.Collect basdline data to determine the incidence and prevaence of lymphedemain North Carolina over the
five-year period from 2001-2006 (see Lymphedema: Objective 1).

Objective 5
Improve the completeness and quality of data collected by the North Carolina Central Cancer Registry.

(Target: at least 90% complete case ascertainment within one year of diagnosis and 98% complete case
ascertainment within two years of diagnosis.)

Strategies
1. Design and implement a plan to improve reporting of non-hospital cases.

2. Design and implement a plan to improve reporting of cases among African-Americans, particularly in
rural areas.

3. ldentify hospitals without tumor registries, send a letter of support for reporting cases to the Central
Cancer Regigtry, and provide a copy of the administrative rule (see Geographic Access Objective 2,
Strategy 1).

4. Design and implement a plan to improve the qudity of race and ethnicity variables in cancer registry data

Goal 2:

To regularly disseminate information from evaluation and surveillance activities in
ways that will be useful for planning, improving, and providing accountability for
cancer control programs.

Objective 1
Develop and implement a system for regularly disseminating evauation and surveillance information.

Strategies
1. Review exigting reporting methods, identify potentia audiences for evaluation and surveillance informa:
tion, and develop regular reports designed for these audiences.

Partner Organizations The following partner organizations will contribute to the imple-
mentation of strategies shown (listed as Goal, Objective, Strategy).

North Carolina Advisory Committee on Cancer Coordination and Control-Evaluation Subcommittee: 1.1.1,
112,113 121,122,131, 132,151,152, 153,154,211

North Carolina Central Cancer Registry: 1.5.1, 1.5.2,1.54, 2.1.1

State Center for Health Statistics: 1.3.2, 2.1.1
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